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I ntroduction

What is JReview?

JReview is the web-enabled version of Integrated Review. It allows users
to view, create, print, and interact with their Integrated Review objects
locally on an Intranet or securely over the Internet. JReview can be runin
two different modes of operation (authoring and non-authoring) in
addition to two modes of communication (clear-text and SSL).

= Plaintext Non-authoring

= Plaintext Authoring

= SSL Non-authoring

« SSL Authoring

Authoring versus Non-Authoring

Non-authoring mode of JReview presents a run-time, read-only
environment for browsing and re-executing IReview objects. While the
objects will interact as they would in IReview or authoring JReview, the
user has no control over the specific object definitions. This mode is
preferable when either trying to restrict how the data can be reviewed
(e.g. using a library of validated objects) or when the end-user does not
need to know the intricacies of creating objects.

The authoring mode of JReview allows the creation of most kinds of
objects (reports, graphs, crosstabs, patient profiles, etc). Objects are

completely compatible across Integrated Clinical Systems’ products
which currently include Integrated Review (IReview), JReview and

DashBoard Review.

JReview authoring mode supports the creation of nonformatted reports,
cross tabs, shift tables, graphs, Patient SelectionCriteria, Workbook and
Graphical Patient Profiles. Advanced authoring areas were added in
version 9.0.3; such as Alerts, New Ranges, New Items, Pivot Panels,
Import SQL and Graphic Patient Profile Template authoring have been
added with version 9.0.3.
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JReview can run as a Java™ 2 applet or Java Webstart application
(requiring Sun Java 2 Plug-in version 1.4.2+) and execute under Microsoft
Internet Explorer, Mozilla Firefox and other browsers supporting the

Java Plug-in. Because of its platform-independent design, JReview also

runs under Apple Mac OS X and potentially Sun Solaris, and Linux. The

Sun Java Plug-in can be installed such that does not impact the default
browser JVM.

CHrject Type Support
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Key featuresin JReview
JReview provides the following features:
Intuitive to use; no programming knowledge required.

Direct and immediate access to data stored in existing clinical database
systems.

Patient Selection Criteria; select the project, studies, and data types, and
focus on data values, ranges, and populations by clicking on the
appropriate clinical trial data, operators, and values in the Patient
Selection Criteria window.

Multiple selections of data across different time periods.

Patient Listings, Panel Views of subject data, CRF images and Audit Trail
accessible from the Data Browser.

Summary and Detail reports, formatted options and Patient Visit Data
reports cross panels from the Report Browser.

Patient Profiles Browser; generate tabular profiles in spreadsheet and
formatted displays available for export to PDF, HTML or Excel
spreadsheets.

Create time oriented graphical displays (days on drug) with Graphic
Profiles with duration bars for AEs, Concomitant Meds, Dosage, etc.
Display line and trend plots for Labs and Vitals with normal range color
region high/low normal symbols. Generate PDFs directly.

CrossTab Browser of multi-dimensional clinical data analysis
capabilities to identify patients underlying patient counts within cells.
Specify ‘Percent Denominator’ for all patients or subset populations with
CrossTabs and Shift Tables.

Graph Browser provides line charts, scatter plots, 2 and 3-dimensional
bar charts, and frequency distributions.

Patient identification (formerly called Drill-Down) within graphs.

ALERTS Browser: sweeps data for the occurrence of specified event or if
specified criteria has been met.

Notes Browser: Post notes on Patient data for private use or to share and
interact with colleagues
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I nstalling the application

JReview Setup/Install

Refer to the JReview Application Server Installation and Administrator
Guide. This document assumes you are the end user and details how to
use the application functions.

The setup/install is best executed from Microsoft Internet Explorer
(although JReview™ runs equally well under Microsoft and Netscape
browsers). Internet Explorer affords better automation of the JRE install
through it’s ActiveX interface. You may use Internet Explorer to perform
the setup/install and subsequently use Netscape to execute JReview™ if
you wish.

The setup/install procedure must be performed on any PC or laptop
from which JReview™ execution is desired. This procedure may be
required once every 6 to 12 months for release updates. This procedure
can be invoked from your web server or from CD.

L]
[ Integrated Review™ and JEeview® Architectmre
She ShA
il I i s B
.~ : I;‘E::.ﬁ.h. h SN
¥ i skl T -':E""—""“'-'-r-h__
- SRE f . [T B
IREviEw Server _ | I —— Padap
Prcess - |4 T ook eI [IReEw)
[BAS SGL C | SEsEOn
£l J G ol 1
| - | Users PC. Infernet Browse
Cracle OC1 calls T W 5w somare f T T i
apide o HoavgdBesdim
e || e e ; !:.r’ JREVIEW SEssin
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When you are ready to conduct JReview client access tests we
recommend progressing from simple access testing to more complex
production environment testing. Detailed steps are provided in the
JReview Application Server Installation and Administrator Guide for
Trouble Shooting Client Access. There are three phases to these tests:

1. Invoking the JAS as an application on your Web Server desktop and
testing JReview client access directly on the Web Server.

2. Invoking the JAS as an application on your Web Server desktop and
testing JReview client access from a desktop representative of your
JReview user’s environment.

3. Optional installation of the JAS as a Windows Service on your Web
Server and testing JReview client access from a desktop representative
of your JReview user’s environment.

Contact your IT support personnel or server administrator for assistance
with problems accessing the JReview application.

Any other logon/JReview start-up options (e.g. autologon, single-
signon) may be provided and are custom to the JReview customer’s web
portal and the responsibility of the JReview customer to document since
they create the portal.

Therefore, the JReview users have 4 possible links and at most TWO at
their installation; Auth & non-Auth Plaintext links (aka clear-text) OR
Auth & non-Auth SSL links. Most likely, JReview users will only see
ONE link depending on whether their JReview admin allows them
Authoring or non-Authoring mode.

« [Fthis iz vour first time running JReview, please click HERE.
« Ortry our Troublashooting page

> Which version of JReview would vou like to run?:

Plartest en-athonng

Plassitest Autharng
S5L Moa-authone

ool Authoiing
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Note: SSL JReview users only have the “Secure JReview Access over the
Internet (1st time Java(tm) Plug-In download from the ICS’s site)” link on their
JReview Splash pages as the link they use to start JReview.

If you need assistance with the JReview Installation, click on the
Troubleshooting page. Choose defaults or options specified by your PC
administrator. (The install process requires 25M free on the C: drive, but
results in use of 5 - 7M.)

4. On some machines, a reboot is required after the Java Plug-In install. If
that is the case, after reboot, reload the JReview™ Web page and
press the same JReview™ Setup/Install link again. Once the plug-in
install is complete, the process will continue with the install of the
JReview™ support JAR. The screen will briefly show:

5. Verify that Integrated Clinical Systems, Inc. is the distributor, then
choose “Grant Always” to allow JReview™ to install it’s components.

E.l.ﬂ'«'ﬂ Plisg-im Saturd W asnineg

i D oy vt o inestall anid run signed appled distribate) s
= “integrabed Clinical Systems, Inc™

Putlishser auibenticity verified by~ Thasde Cansulting cc®

Canrton: “integrated Chinical Systeamns, Inc.” asseris that this contemd 15
safe. ou should onhy installAsew this conte il you irust
“Integrated Clinical Systams, Inc.” to malka that assaertion

Grani this session [LTH Grant always || Fare Inf

If you are installing from your web site, the following dialog box opens.
Answer “Yes”.

A similar confirmation will occur for installs from CD. The system will
check to ensure that the support JAR is indeed necessary

5 Paerloam JAewes Setup Quesy Mazgage

fl) SReview Onetime Clienl PC Setup. Will require succes siu JReview Logen. Proceed?
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If you are installing from your web site, you will need to successfully
login through the JReview Server LOGON window. Enter information
provided by your administrator and press “OK”.

B JReview Server LOGON

Databace LseriD: [+] Bwtharing Mods

costaet?

[iatabase Fassword:  [v] Sawe Fassword | Exft

R

[ioytabsss Smrvmr: dMewige ol inmt war 0.3
Flainkess maids

coraval ] :ncdSweal b Copwright |c) LPS4~ERL0

A Incagrarsd Clinical Tpreame, In

I72.16.00060 L | #=> Edwanced |

If you are installing from a CD, a JReview™ Setup Progress Bar will
appear. Successful execution of the JReview install applet will display
showing the progress of the JReview™ Support JAR install. DO NOT
interrupt the progress.

6. Execute the JReview applet through your Website JReview page. All
subsequent access can be through that link.

Progress— ]

\&) JReview Sebup Proosss
Supgait JAR JREWSupp s rlnll (1 of 1) S06 & of 1950 k doevniomded. |

ANRNNERRNERNI
Cancel |

If you entered incorrect information, or if the JReview™ Server Process is
not running or is inaccessible, an error message may display. If such
errors occur, see “Trouble Shooting” section and contact your system
administrator for assistance.

-
.\!-‘) Could nod apen Socket (FaddrSir, Pofy 27.0.0.1, 22300 JREa e
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When the JReview™ setup/install process is complete and successful,
the following dialog box will appear. Follow the instructions and exit all
of your internet browser sessions. You are now ready to run JReview™
from your link on your web site as directed by your administrator.

LT x|

.!j & niew werson of JReview Support 360 s hat een instaled.
! It b5 nmoesmsary bo 0T GLL Inbernet Brosser vwirdoss, restant tre browssr B point b this pags.

Sarting the application

Logging on
Go to your JReview Web site’s home page. The login dialog can vary
between sites based on the installion. The following is being shown as a
typical installation.

1. Select your JReview link (SSL for normal Internet use, Clear-text for
LANZin-office use). Authoring versions are available if you have
permission to create and save objects in JReview ™.

Which version of JReview would you like to run?:

Flangext Fon- authonng
Hlamgext Authonng
SEL Mon-authonng
SEL Authoding
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2. Enter your web server logon information.

Conmect o s, jre v com

L T EVISN, Lo

3. If your web server is protected, enter your web server logon
information.

Pasownrd Meeded - Hetworking

Fireveall: wvewy jreviens comil 82166 45.33
R galm W FEEN C O

Scheme: basic
Lisgr name; '

Fasgwnrn |

| ves || to |
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4. Click Yes to the Security Warning.

Warning, - Securily

% oo s wank b trust e signed applel distribubed by "Integrated Clinical Spsiems
Inc.=7

Fusligher authenticiy verfed by "Thasie Consulng oo

ﬁf Thi secunty carifcabe was issusd by & company at is trusbed,

@ Thee security certficabe has not expired and i$ still valid,

ﬂihﬂl‘l:"lr‘lﬂ#’ﬂtﬂ Chircal Svslermns Inc® asserls thal this conbenl is sale. You
snould onky accept his conterd ifyou trust “Irfegrated Clirical Systerns Inc * 1o
make Fal asserion

| More Datails |

| yes || Mo || swars |

5. Enter your Database UserID, password and server names (and

instance ID where applicable), to connect to the appropriate Database
and SAS servers, using the tab key to move from field to field.

The Authoring Mode checkbox overrides any link request. There is a
checkbox to Save Password.

The Database UserID and Password are the same as your IReview
entries.

B JReview Server LOGON

Databace LseriD: [+] Bwtharing Mods

cortat?

[iatabase Fassword:  [v] Save Password [ Exx |

Y

Dt sbsne Smrpmr: fMavigw ¢liemk wexr F.1.37

) Flainhes® maids
Jicoravall :ncdSal b Copyright (&) LPE4~ERLO

£ 5 : Irncagracsd Clinical Tproame. In

172 L6.00 060 - x> Bdwanced

6. Click OK.
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Database and SAS server

The Database and SAS server hostnames or IP addresses in the JReview
LOGON screen default to ‘localhost’. Using localhost in these two fields
tells the JRserver the clinical database is running on the Web server (an
unlikely setup). Your administrator should provide the Database and
SAS IP addresses or hostnames for access to your clinical data. They will
be the same addresses used in the IReview LOGON screen.

The Database and SAS server entries have the hostname or IP address of
the machine(s) running the Oracle instance for your clinical data project
(Oracle Server IP) and the IP address of the machine to run SAS jobs (SAS
Server IP) if applicable. Therefore, they are the same as the IReview
LOGON settings.

Choosing an ORACLE database

By default, JReview™ connects to a default ORACLE instance on the
specified server. You can specify the instance ID of another ORACLE
instance from the client application.

If you want to access an ORACLE database other than the default
database that you normally connect to, add the specified database
identifier (ORACLE SID) to the end of the ORACLE Server name
separated by a colon (:) in the text entry box within the opening Logon
dialog box. If the Oracle instance is not the default instance, specify the
instance with a colon prefix: 172.16.0.172:0racle8

JReview Server

The JReview server is the IP address or Domain name of the machine
running the JRService process. A default of blank indicates that the Web
server is running the JRService/JRServer process. If JRService/JRServer
is NOT running on the Web server where you loaded JReview, enter the
IP address or Domain name of the machine running the JRService
process as the IP address. Most installs require the JReview Server to be
blank.
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NODE UserID

When you log into Review, you will need your UserID and Password, as
well as the server name and database instance. However it is necessary

the each JReview client has a unique NODE UserID. Select the Advance
button to designate a unique NODE UserID.

B JReview Server LOGON

Diaftabonss LserD:

opsfguest 7

R

Datshace Password:  [+] Save Password

[t ahass Smrpmr: dfMeview climmh wer $.01.3
ooraal ] i ns S b E :-:.;-;-:;:: T:;-.J.ill-t-llm
EAS Sarver: Inoagracad ClEnical Sywoame: In
I7Z.16.0. 060 b I.?j
13007 | Buncle merver il logs |
EyiE S :| Dhesba g ol
3. e, COMm pineg Frooay [F:
myiewd Fort humber
L Preey Port Murnber
Lhsr [0
Jong

[#] Butharing Mods

H

F

Wrong password?

If you have entered an incorrect or invalid Database user ID or Database
password, the application notifies you after you click OK. Review
requests that you enter a valid user ID and password.

You are allotted three incorrect entries before the application denies
access.

Trouble shooting

This section describes potential difficulties you may initially encounter
attempting to use JReview. Please review these suggestions and if
problems persist, contact Integrated Clinical Systems Technical Support.
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Problem: | pressed the JReview Setup/Install link and | get "Your browser
understands the tag but isn't running the applet, for some reason (Java
Plug-In 1.4.2 not available?)."

Remedy: The Sun Java 2 Plug-in Version 1.4.2 did not install properly. For
LAN/Fast connections choose the link "Press for JReview Setup/Install
with Java(tm) Plug-In download from your Web site", for Modem/Slow
connections choose the "Press for JReview Setup/Install with Java(tm)
Plug-In download from Sun's site", and assure the plugin installs
correctly. Reboot if asked to do so.

Problem: I installed the Sun Java 2 Plug-in, rebooted and pressed the
"Press here to access JReview" link. | get "Loading Java AppletO" then a
gray screen and the message "Start: Applet not inited" in the browser
status bar.

Remedy: You have not successfully downloaded/installed the JReview
Support JAR. JReview client setup is a 2-step process; 1) Java 2 Plug-in
install, 2) JReview Support JAR install. Choose the "JReview
Setup/Install link" you chose previously and allow JReview to download
and install the Support JAR. Assure that you close all browsers after the
support JAR download prior to accessing JReview.

Problem: | cannot successfully logon to JReview, | get "Openning
SocketO", a delay, then a communications warning box. The JReview
Logon screen is re-presented.

Remedy: Several conditions can be the cause:
1)The JReview Server process is not running on the web server.

2) You are trying to connect through a proxy server or firewall that
prevents the socket connection. JReview installations without the
Security Module/SSL and proper proxy server/firewall configuration
will prevent JReview communications.

3) An Integrated Review Server process is hot running on the host/ip
you have entered in the Oracle Server field of the JReview Logon screen.

In all the above cases, contact your Web/JReview administrator. If
he/she has difficulty correcting the problem, he/she can contact
Integrated Clinical Systems Technical Support.

Problem: I've logged on to JReview and used it for a while when it seemed
to freeze and presented a communications warning box.
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Remedy: A communications or logic error has caused JReview/JRServer
to suspend or abort the JReview client session. Close your browser and
restart JReview. If the problem is reproducible, please record the steps to
reproduce the problem and contact your Web/JReview administrator
On-line Help and Integrated Clinical Systems Technical Support.

On-lineHdp

On-line Help

Our system of On-line Help can be accessed by clicking Help from the
Menu Bar and select Index.
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Quick tour

Main window

After you successfully log into the ORACLE database (on the computer
storing your clinical data), the main window of JReview opens.

The Object Explorer Window is docked at the left side. The main split
pane divider between the Explorer pane and desktop pane now can be
re-sized with one touch expandable arrows. This allows you to quickly
pan the divider left and right to decrease or increase the window area as

needed.

In the Object Explorer Window select a project, for example ‘Drug KA’
and protocol ‘KA201’. JReview retrieves all previously stored Output
Specification objects created and organized in folders from IReview.

File Edt Yiew Fomat  Brosse Window  Help
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Note: SSL JReview has a little yellow lock in the JReview menu bar which isn’t
displayed in clear text JReview.

¥ Al patiants
Famaral
IReview 6 val

Dremographe: Group
Efficacy
Gereral

- 1Gross Tahb
- ) Data Browser
%) Detail Graph
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To assist you, a colored prefix may be displayed in front of a panel or file
name to identify the data source as SAS, SQL or FOR (Foreign).

Fansz

L mport SO Vials Bloo #
W | AR _CHEM [SAL)

Lab Chessesiry

Loty v ooy

Lab Lirinaiysis

R | Bis

Me=dical History ol
[ B

The following chapters discuss the individual browsers used for
building, modifying and saving Output Specification objects into folders
viewed through JReview. Once the objects are saved in IReview, they can
be quickly located and launched from within these folders in both
IReview and JReview. The results are displayed in the Output
Specifications window and Patient Subsets window.

Note: The individual who creates and saves an object definition has sole security
to delete or modify it. SuperUsers have extended privileges.

In addition, a browser icon displays along side the object description to
quickly identify the various output results, such as Reports, Graphs,
CrossTabs, Registered SAS Programs, etc. A filter icon lets you know
that a patient selection criteria was saved with the output specification
object. A red colored filter icon saved with the output specification object
means the patient selection criteria is required for the output object.
Patient selection criteria may also be saved as separate objects in the
Patient Subsets window.

In JReview, the saved objects in UserGroup and Public levels are
displayed from IReview. The stored Private level objects in IReview are
not displayed in JReview.
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Sort folder contents

Once you selected a study(s) any saved objects are displayed in their
designated folders under the Patient Subsets and Output Specifications
windows. You can change sort for the Order Output Specifications to
display by the icon type or object descriptions. Simply click on your
preference to change the sort display.

T
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Launch a saved object

Once the application has started, you select your patient population.
You can double click on a saved object in the Patient Subsets window or
build your own Patient Selection Criteria. This topic is covered in detail

in the next chapter.

When you initally open JReview or double click on a saved object to
generate and display the results output window, a Communication’s
Progress window will briefly display. This feature is similar to the hour
glass symbol typically seen when an application is in processing mode.
The process bar is located in the far right corner of the tool bar. Use the
‘X’ icon to cancel a process. Click Restablish if the connection is dropped.

SRy

@ | Reestabish
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Preferences
JReview Preference options are available from the Edit Menu under Pref-

erences. When you change a preference, the change is reflected for the
duration of the session from that point forward.
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ToolBar and Browser Menu Bar

You can access some functions through the Browser Menu Bar. Icons
which cannot be accessed in JReview are disabled in the toolbar. For
example, select Print for printing results output display. (See individual
chapters for printing instructions of output display.

" HS ¢ ee Y SEDT R ES

Caution: Do not use the web menu bar to print. This will generate
a system error.

The individual browser toolbar buttons are used in IReview for creating
and saving object specifications. These are the same browser icons
displayed along side the stored object descriptions to identify the object
type. The ToolBar buttons are as follows:

New: Clears the current specifications in the active area.

%l Print: Prints the specifications, spreadsheet, report or graph,
or whatever is active.

RERF
| "E' Selection Criteria: Makes the Selection Criteria Window
active. Returns to Main Menu in Review.

|: Data Browser: Starts the Data Browser.

il

il

Patient Profile Browser: Starts the Patient Profile Browser.
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Report Browser: Starts the Report Browser.

Graph Browser: Starts the Graph Browser.

CrossTabs Browser: Starts the CrossTabs Browser.

SAS Proc Browser: Starts the Statistics Browser in IReview
only.

SAS Program Browser: Registered SAS Programs Library for
immediate execution against selected patient populations in
IReview only.

Notes Browser: Opens the Notes Browser.

Alerts Browser: Starts the Alerts Browser.
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General instructions

You can view information about features which will be implemented in
the near future and user tips.

= Seelct to view information for Graph Manipulation keys.
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O wES bt nrYoRD =
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= JReview’s client version information can be viewed from Help ->

About.
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= JReview’s current limitations can be viewed from Help ->
Unavailable Features.

H Messagpe E

Features niot yet mplemented:

Formattad Fatient Profie, Formattad Report, Graphic Pat Pro Template oreators
SAS5 Proc, SAS Prog Registration, Dooument Browser, Nobes Browsss
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= Features unique to JReview can be viewed from Help -> Special
Features.
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= We recommend that you dedicate an internet browser session to
JReview. Open up another session if you want to browse other web
pages. Moving to and from the JReview web page will cause JReview
to logout and present the logon screen.

= We suggest that you use JReview’s File -> Exit to leave JReview
(although exiting the browser or leaving the JReview web page should
achieve the same result). After exiting JReview, the browser will show
a blank screen and is ready for the other web browsing.

= If you wish to logout and login again to JReview, use JReview’s File ->
Exit. After pressing “OK” to shut down JReview, press your browser
“Refresh” or “Reload” key. This should redisplay JReview’s logon
screen without exiting the browser.
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= Printing - To select an object to print, you must select its frame (make
the titlebar blue). See the following suggestions and limitations.

Caution: Do not use the Internet Browser’s Print button to print, use
JReview’s Print button or from the File menu, select Print.

[ﬁ Wlm|mlwmlmlm|cmlrmmsmm?

1. Since landscaping printing can present problems, we recommend
that you do not change printer orientation settings prior to printing
(use the defaults).
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2. If your printer supports reducing the resolution of the printout, we
recommend that you reduce the print resolution to 300 dpi. This
will significantly speed the printing process.
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= In Microsoft Internet Explorer, you may resize (or use View ->
Fullscreen) the JReview session screen at anytime. In Netscape, you
must resize the browser window prior to starting JReview.

= Most grid objects support copy and paste.

Use the mouse (click and drag) to highlight a range of grid cells,
press CNTRL-C (or the copy toolbar icon) and copy the contents to
other applications such as Excel. CNTRL-A will select entire grids
in most cases.

Or

Use the mouse (click and drag) to highlight a range of grid cells,
Select the Edit menu and click Copy.

= Exporting objects to native file formats is available. To select an object
to export, you must select its frame (make the titlebar blue). Select the
File menu and click Export. Based on the file extension you choose,
the appropriate export is available.
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= Not all communication requests are processed in a separate thread.
This means that JReview may appear to freeze momentarily upon
certain requests. See description of the procress bar which will
appear for all delayed requests).
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JReview Settings

JReview execution and viewing options are available from the Edit Menu
under JReview Settings. When you change a setting, the change is
reflected for the duration of the session from that point forward.
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Set Timeouts — Controls the length of time JReview will wait for a
request response from the server. Each timeout profile has two
associated times; Database (DB) which refers to standard requests, and
BATCH which refers to long-turnaround requests such as SAS jobs
and any Formatted output. Default setting is “Medium”, but
installations often set this to “Long” via JReview properties file.

Debug Options — Production releases only have the “Debug msgs to
your jr_logs directory” option. This is a debugging assistance setting
and should only be used if instructed to do so by your JReview
administrator or Integrated Clinical Systems, Inc.

Move Panels to front on update - If enabled (default), causes JReview
to bring any open panels (from the Data Browser) to the front/top
layer of the JReview desktop when a new subject is selected. Subjects
can be selected from a variety of JReview objects including the Data
Browser, Detail Reports and Graphs.

3D scatter — solid planes - If enabled (default), causes 3D scatter plot
to have solid surface planes. If disabled, points in 3D scatter plots will
show through the planes so that points that may be hidden can be
selected.

Outline Frame dragging — If enabled (default), JReview will only
show the outline of internal window frames as they are dragged or
resized. If disabled, JReview will show (repaint) the contents of
windows as they are dragged or resized (could be sluggish on some
machines).
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= Autosize Grid cols to data - If enabled (default), JReview will size
column widths to data shown in spreadsheet-style reports (considers
top 240 rows of data by default). If disabled, JReview will use a fixed
size for the columns of a spreadsheet-style report. Older or slower
client machines may present reports more quickly if this option is
disabled.

= Show Selection Criteria (Text) — If disabled (default), JReview will
show Select Criteria as SQL code in its “Who?” / PSC object queries. If
enabled, JReview will show Selection Criteria Text returned from the
server in its “Who?” / PSC object query dialogs.

= JReview Console - If selected displays the JReview Console window.
= Test JPUT - If selected use to test export function.
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Specify Patient Selection Criteria

Review sub-populations

Review is segmented into “Browsers” which allows you to build
reports, patient profiles, crosstabs and graph clinical data. These objects
are built and potentially saved with the ability to share with other. The
separation of “Who” versus “What” is critical to Review and the
“Who” is defined by the patient selection criteria. You are able to filter
the available patient population from the selected protocols into sub-
populations using the patient selection criteria. The patient selection
criteria allows you to focus on these segregated sub-populations in the
production of reports, statistics, patient profiles and graphs. This
function supports the concept of the patient paradigm in that all
information for the selected patients is available for display including
multiple visit data.

If you do not specify a patient selection criteria, by default you have
access to the whole patient population.

Focused analysis

The patient selection criteria focuses Review’s analysis on the patient
sub-population for all available data and doesn’t restrict the results to the
individual data observations or visits of the patients to be analyzed.
Another function, the Filter Output discussed in the next chapters is
designed to focus on particular observations and visits. The Filter Output
is another level of filtering used to restrict or select specific patient data
for multiple visits, observations and Adverse Events. Access to the Filter
Output function is located within each browser when you define your
output specification. The patient selection criteria and filter output can be
used in conjunction with each other or as individual functions to meet
your needs.

The patient selection criteria you create can be saved by description and

managed in folders for future use. The saved patient selection criteria are
organized in your folders and displayed in the Patient Subsets Window

for quick and easy access. If you do not specify a patient selection criteria,
you have access to the whole patient population.

Specify Patient Selection Criteria 33



Sepsfor Patient Selection Criteria

Select a project
In the Object Explorer Window, select a study from the list of project fold-

ers by single clicking to open a study folder. As soon as you have
selected one of the Projects, for example 'Drug KA', Review opens that
project folder to display the protocols stored in your clinical data base.

Single-protocol mode
You can click and select a protocol that you want to explore. If you click

on one protocol, you are in single-protocol mode. The lists of panels and
items that are displayed corresponds to all panels and items in that pro-

tocol.
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Multi-protocol mode

If you select multiple protocols, you are in multi-protocol mode. The lists
of panels and items that you see correspond to common panels and items
between the protocols selected.

You can select multiple protocols in one of the following ways:

File Edit View Fomnal Browse Window
wd & Fr @ ¥ &

Shudies:
15T
K&
i [
(a1~ 207

For contiguous protocols (protocols listed next to each other):

1. Click the first protocol.

2. Hold the shift key and mouse click and drag the cursor over the
protocols you would like to review.

For non-contiguous protocols (protocols not listed next to each other):

1. Select the protocols you want while holding the Ctrl key.
2. Click each protocol you want to select.

Note: In Browsers, the item StudylID, is used for protocol comparison.

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for patient selection
criteria.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same patient selection criteria
expression.
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Seps for selection criteria

After you open a clinical project folder and select a study, you can subset
your available patient population using the Patient Selection Criteria.

1. 2. i 4, 5.
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Select a Panel.

I.

Select a Item.
Select a function.
Select an operator.

a > w e

Enter a value or select a value from Display Values.
Display Statistics (optional), Compare Items (optional).
Add expression to criteria.

7. Add criteria description (optional).

8. Update Browsers.

S
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Building criteria expressons

Criteria expressions

Patient selection criteria are made up of logical expressions, such as 'AGE
> 50", connected by Boolean operators, such as AND, ANDSELECT, or
OR. You create these expressions by clicking on various listboxes.

Selecting a pane

Panels are logical groups of items for collecting and storing your clinical
data, in an on-line representation of your case report form. The Panel you
select determines which items are displayed in the item list. They often
correspond to Case Report Form (CRF) modules, such as ‘Admissions’,
‘Demography’, ‘Final Report’, and ‘Vital Signs’. Each panel contains

a group of data items, such as age, sex, race, and date of birth. For the
protocol of interest, a panel of data in the database contains all data col-
lected for all observations and all patients (as appropriate for the type of
panel) in the protocol. Your goal is to build a patient selection criteria to
describe the patient population that you want to explore.

The first step in defining a logical expression is to select the panel that
contains the item to be used in your expression, such as Demography.
Panels and items are selected individually to define the selection criteria
expressions.

1. Select the panel that contains the item to be used in your expression
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Selecting an item
After you have selected the Demography panel, Review retrieves and
presents a list of all the items stored in the Demography Panel.

2. Select an item.
3. Select an operator.

The list of Functions and Operators displayed will vary dependent
upon the item’s data type.

4. Click Display Values. Select the value and click Add Expression to
criteria.

Shortcut - If you double-click on the single value of interest in the
Unique Values spreadsheet, the expression is automatically added to
the next available row in the Patient Selection Criteria window.

Close the Unique Values Window when you are through adding the
expression to your selection criteria.

5. When you are through adding expressions to your selection criteria,
click Update Browsers.

P Patient Selection Criteria - SUBSET: 35 of 196 patients.
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The configuration option for RETREIVEPATIENTCOUNTS, permits the
Patient Selection Criteria header display to update, showing the number
of patients in the current active selection criteria.

B Patient Selection Criteria - SUBSET: 35 of 196 patients.
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Supplying a value

If you know the value that you want to specify in the expression, you can
enter you can enter the value in the Value box and click ADD
Expression.

1. Click on the panel that contains the data.

2. Click on an item.

3. Click on one of the default function values or user-defined functions.
4

. Select a logical operator appropriate to the expression you are
building, such as '="or '>'.

5. Enter the value in the Value box and click Add Expression.
6. Click Update Browsers.

The expression is added to the next row of the spreadsheet containing the
active Patient Selection Criteria. Repeat these steps if you want to
continue to add more criteria expressions or click Update Browsers

when done.
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Your expression has been added in two different ways. The expression
appears in the Select Criteria (Text) field exactly as specified in the list
boxes. Also, the expression appears in the Select Criteria (SQL) column in
a way that is understandable to the system.

Ardion | Sedect Criberia (Tesd) | Select Criteria (SOL) |
Wrals & Physical EmmWeight =200 [T13WEIGHT =100
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Displaying item values

P Patiert Seloction Criteria [ichpuch:ctdr] (192.168.1.26:7200]
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Another way to add select criteria expressions besides directly entering a
value is to open the Display Values window. Once you have added
expressions by entering a value, you can capture perspectives of your
data that are uniquely informative. Suppose you are interested in
exploring patients who were discontinued from the protocol due to
safety issues. For example, select the Final panel and item Reason for
Discontinuation. This item type references a data dictionary file
associated to the discontinuation reasons by a code.

To list all the values of this item in the protocol(s):

1. Select a panel, such as Final Report.
2. Select an item, such as Reason for Discontinuation.

3. Click Display Values. The Dispaly Values window does not
automatically open for decode items.

Review displays the Unique Values window for the selected item. All
the values are displayed with the internal codes if an item is coded.

4. Highlight the selected row and click ADD expression or double click
on the row.
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Selecting multiple values

If you need to select multiple items of interest within the same Unique
Values window, the selected operator must be '=". Then click Display
Values to open the Unique Values window.

To select multiple contiguous values, click on a value and drag over the
other values. To select multiple non-contiguous values, click on a value
and hold down the Ctrl key when clicking the other values.
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When you click ADD expression to criteria, Review adds your
expression, including the value you selected from the Unique Values
spreadsheet, to the next available row in the Patient Selection Criteria

window.

If you want to select multiple values from the Unique Values
spreadsheet, the selected operator must be '=". When the expression is
pasted into the Patient Selection Criteria windowy, it is automatically
turned into a SQL 'IN List' expression, which means that patients will be
selected if the value of the item specified is any of those in the list.

Antior | Salpct Critenia Taxd | Selecl Critena BHL |
#cherae Events A Coded =30424320,4668  [TI0SECODE IN {30424 370 46635
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Selecting an operator

Review can refer to item values exactly as they exist in the database by
using the function 'actual value', or it can present derived forms of the
values, such as Baseline or Endpoint. The list of functions and operators
displayed will vary dependent upon the item’s data type.

If you select a function other than 'actual value', Review automatically
introduces additional calculation or extraction logic options for the
expression you are building.

If a selected item's data type is TEXT, the following function is available:
actual value. For NUMERIC data, the available functions also include
‘chg. from baseline' and '% chg. from baseline'.

Note: Review automatically selects an appropriate default function based on the
data type of the item you have selected.

The list of Operators changes according to the item’s data type.

1. Click on the panel that contains the data.
2. Click on the item.

3. Click on one of the default function values or user-defined functions
(see below).

4. Select a logical operator appropriate to the expression you are
building, such as '='or '>".

Note: If the item is a Text data type, you see the following text strings:
a. contains:

doesn’t contain:

begins with:

ends with:

is missing (NULL)

is not missing (not NULL)

- ® 0o o T

These text string operators allow you to search for partial strings
anywhere within the field. If the item is a numeric data type (such as
age), or a date field (such as date of birth), the string operators do not
appear in the Operator ListBox.
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Building a string expression

If you are building a string expression, (for example, patients whose
‘Adverse Drug Event’ field contains the string 'RASH' anywhere in the
text of the item), click the 'contains' operator and enter the string ‘RASH’
in the ‘Value’ field. The string search is case sensitive and you can
determine how the data is stored by clicking Display Values.
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Joining criteria expressons

Boolean operators

When you add additional expressions, an AND operator is added
between next row of criteria in the Select Criteria logical Operator
column. This means that the previous expression and the current
expression will be used with an AND between them. The patients
selected pass the previous criteria expression AND the current criteria
expression so both expressions must be true. In the previous example, for
Age > 50 AND Sex = Female, only those patients who meet both criteria
expressions as true are selected into the patient sub-population or patient
subset for analysis. This is a simple example where the Demography data
is a single panel type collected only once for each patient.
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Additional criteria expressions

If you to want additional criteria applied to the patient selection criteria,
repeat the previous steps:

1. Select a panel.

2. Select an item.

3. Select an operator.

4. Supply a value.

5. Add expression to criteria.

When you add additional expressions, an AND operator is added to the
second row of criteria. This means that the previous expression and the
current expression will be used with an AND between them. The
patients selected pass the previous expression Criteria AND the current
expression Criteria. If this is not appropriate, you can change the AND to
an OR or ANDSelect.
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The expression is added to the next row of the spreadsheet containing
the active Patient Selection Criteria.

6. When you are through adding expressions to your selection criteria,
click Update Browsers. The title bar updates to show the number of
patients in the current active selection criteria.

B Patient Selection Criteria - SUUBSET: 40 of 196 patients,
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AND operator
The patient selection criteria becomes more detailed when you choose a
multiple record panel or multiple visit panel type for example, Adverse
Events, Laboratory Chemistry or Vital Signs. In this example, both of the
selected data items came from the same multiple visit panel Laboratory

Chemistry.
Gelect Cribena [Test] Select Crifesia [SOL)
Lab Cherrietsy Cholecsi@iol, 1otal »=00 T CHI =20
& Lab Cheristsy Trighcesdes >=250 T7.TR »=250

The patients selected have a minimum of one visit where both the
Cholesterol AND Triglycerides are >= 250 within the same visit. the
patient selection criteria results are 20 patients in the patient subset from
the total patient population of 196.

B Patient Selection Criteria - SUBSET: 20 of 196 patients

Hint: Viewing a detail data listing of the data items in the selection criteria is
helpful when defining and validating patient selection criteria with multiple
expressions and different operators.
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Notice in the detail data listing contains some patient visits which do not
meet the selection criteria as show by the arrows. Remember the patient
selection criteria is based upon the patient paradigm and all the patient’s
data is displayed. If you do not want the visits (rows) to display in your
output, then you would define a Filter Output to be discussed in detail in
the browser chapters.
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OR operator

If this is not appropriate, you can change the AND to an OR or ANDSe-
lect. Click on the AND in the Select Criteria logical Operator column to
display the dropdown list for other operator options.
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If you use the previous example and change the operator to OR, the
patients selected must have the first or second expression as true within
the same visit (row). For a patient to be selected they must have a
minimum of one visit where either Cholesterol or Triglycerides or both
data item values are >= 250 within the same visit (row). All the patient’s
visits are displayed for the selected patient subset including the visits
where both data items values are <= 250. The patient selection criteria
results are 69 patients contained in the patient subset from the total
patient population of 196.

B patient Selection Criteria - SUBSET: 6% of 196 patients
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AND Select operator

When you change the boolean operator to ANDSELECT, the patient
selection criteria is partitioned into two segments executed in succession.
ANDSELECT is the equivalent of adding parentheses into the Patient
Selection Criteria and forces the execution into a multi-step process.

| | Sebect Crtesla [Text) | Salect Ciibena [SOL) =]
1 Lab Chemityy. Cholestmal, bolal =250 T7.CHO »=250 ||
7 Lads Chasmistiy, Trighicaiicies: »=29) 17 TRl 3=3%0
In this example, the data item values are no longer restricted to the same
visit (row) for the multiple visit laboratory Chemistry panel due to the
ANDSELECT operator. The patient selection criteria results are 21
patients in the patient subset from the total patient population of 196.
| ] Dherail ata Listing - Subset of patients |‘__||E"?
I I
Paberk | sk |Cholesteral | Trigharides
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You can apply various combinations of operators to the selection criteria
to subset the available patient population. For example, previously we
selected patients with elevated Cholesterol OR Triglycerides >= 250
within the same visit. You can add selection criteria from Medical History
data items for Cardiovascular Disease OR Hypertension as ‘yes’ to see if
there is any relation to the laboratory results.
Gelect Criteria [T ext] Select Criterias [SOL] =
1 Lasb Chesmisbiy. Chiolestencl, hodal > <250 T7.CHD ==250 |
£ 0OA Lk Cheswsiip. Trighscendes 3eZ5] T7. TRl »=Z50
B A et Pl sty Cchorvaseulin i =3 11 CARDLAE =3
4 OH Mediosl Mt Hepertenson =2 T1.HYPERTEN =2
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lF-ulir.'nl Selection Criteria - SLIBSET: #4 of 196 patients.

The ANDSELECT operator partitions the patient selection criteria to be
executed into two subqueries. First Review processes the multiple
selection criteria by retrieving a list of patients who meet the first
selection criteria subquery for elevated Cholesterol OR Triglycerides.
Then from this first subset of patients a second subset of patients is
generated who meet the second selection criteria subquery. The second
selection criteria subquery results in the final patient subset. In this way
the patients meet all the multiple selection criteria.
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Build a complex patient selection criteria

Sometimes it is necessary to select patients who meet a particular criteria
at a particular visit, (for example, at baseline), and who also meet criteria
at another visit (for example, at endpoint). Normally, introducing Visit or
any other item twice in the same expression with different selection
values yields a “no patients selected” outcome, as they are mutually
exclusive. Review introduces a concept of selection segments to access
such patient selection criteria. Each selection segment is tested in
succession, not all at once. This provides you with a unique versatility at
visualizing and analyzing particular data sets.

To define the start of a new selection segment, click on the ANDSelect
logical operator.
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An example Patient Selection Criteria using this technique is:
KOHEXAM = 2 (Positive)  15tSubquery

AND VISITNO =1

ANDSelect {Creates nested subqueries}

KOHEXAM = 2 (Positive) 2" Subquery
AND VISIT NO =6

Saleil Liskbirina [T axl) Sebach Celedm [SEL]
1 Mpoologcal Resulls Visd Ho, =1 TIZ2VISIT =1
2 |aMD Wpcoboopcal Hisulls KUIH Exam [Iw] =Poptese 772 EDHE=SM =3
3 |AMOSeesct  Mpoologicsl Aesulls Visl Mo =B T12VISIT =& L
(] Mproloocal Regits KOH Exam [Inv] sPositve |1 12 KOHESSM =7

The ANDSELECT statement partitions this patient selection criteria into
two segments. Partitioning this patient selection criterion creates
Review’s selection segments, which are executed in succession and
prevent each segment from excluding the other. The system processes
such multiple selection segment criteria by retrieving a list of patients
who meet the first selection segment criteria, then retrieving a list of
patients who meet the second selection segment criteria, who are also in
the first list of patients. The result would be 0 patients if the tests were
run without Review’s selection segments or run simultaneously. You
could not normally test for the mutually exclusive selection values
VISITNO =1 AND VISITNO = 6.

Note: Inorder for Review to run a complex SQL statement containing OR or
ANDSelect, sometimes it is necessary to add parentheses to the “Select Criteria
(SQL)” column dependent. The default processing of the various expressions
might be different than the intended behavior. So — it’s important to review the
intent, and insert (or) in the SQL column (3" column).

Changing the selection criteria
If you want to change the patient selection criteria, click anywhere in the
row that you want to change:

1. To modify the patient selection criteria, you can click on the row and
editit. ...

2. To remove a row, cIickE b or from the Edit menu, select Cut. This
will delete the highlightea row from the expression.

3. To remove all rows, click M/
4. Click Update Browsers toapply the updated patient selection criteria.
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|tem comparison selector

Compare items
An alternative mechanism to the basic patient selection criteria is the

item comparison selector. This mechanism provides the functionality to
base selection criteria on the value of another item, not just a fixed value.
Select a panel, an item, and an operator. Items can be compared within
the same panel or between panels.

T Patient Selection Criteria =gl
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1 | & | |
1. Click nemComsse . The Item Comparison selector window opens:
2. Select the panel, item, and function value to compare to.
3. Click ADD expression to criteria.
4. Close the Item Comparison window.
5. Click Update Browsers.

Note: The SQL text that is created when compare Lab Chemistry panel item
SGOT > than SGPT actual values:

Select Criteria [Teut] . Select Criteria [SOL)
V[ ook Cheminy ASAT [SGOT) sLab ChemimysLAT |SGPT) T7.5G0 5 T7.5GP
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Exclude patient criteria

Display excluded patients

You have the ability to view those patients who are not in your current
selection criteria by setting Exclude patients meets criteria?. Click the
button in the lower right corner of the Patient Selection Criteria Window
to set this option on. For example, build a patient selection criteria for
female patients and open the Data Browser Window to display all
patients who meet this selection criteria.

P Patianit Sabicrmn Cranrin - SURSET: 3% of 1946 patianie,

Exclude patient criteria 51



To view patients excluded from your current selection criteria:

1. Click the box for [~ Eachude paierts mesting crieia? -
2. Click Update Browsers.

The example shown displays all male patients or all the patients who
were not included in the patient selection criteria. You can apply this
patient exclude option to any patient select criteria to display all the
patients who are not in the current selection criteria. This feature saves
you the steps of building a separate selection criteria if you want to see
the patients excluded.
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Functions

Types of function values

Review can refer to Item values directly and as they exist in the database,
or allow for user-defined function values. For example, the function
‘actual value' presents the raw data, or ‘Baseline’ presents a user-defined
time-related milestone value.

The list of functions changes according to the data type (Fixed, Text,
Date, or Time) of the item selected.

1. Click on the panel that contains the data.
2. Click on the item of interest:

3. Click on one of the default functions or user-defined functions (see
below).

Decoded value

When you select an item associated with a data dictionary file, the
decoded value is the default versus the actual coded value. For example,
the default decode for ‘Male’ versus the code as ‘M’.

Actual value function

When you select a function other than actual value, which is the actual
raw data of the last value entered. Review automatically introduces
additional calculation or extraction logic options for the expression you
are building.

Derived function values

Review provides default derived values, however derived forms of the
functions, such as Baseline or Endpoint, can also be selected. The _New
Event Function_ allows you to define a variety of time-related milestone
functions in IReview available to select in JReview.

Functions 53



Date function

If you select 'Calendar Year' as a function for a Date type item for a
selected panel, Review adds programming logic to reference the year
portion of the Date type item. For example, you can enter '1994" in the
Value box to retrieve all patients whose Date type item is in the year
'1994".

Default date formats are set to 4 digit year (Year 2000 compliance)
throughout the product. Also, local country specific conventions for
dates and numbers.

For Oracle Clinical data source if the date type (char type) is not stored in
standard YYYYMMDD format, a config.options parameter is available.
OCDATEMASK = can be set to tell the system the expected date format
for use in the Oracle date function to convert to a real Oracle date.

Fursckions Cparabor
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Character (Text) type data is referenced with the following list of
functions:

= actual value

= decoded value (if coded type)
= baseline value

= endpoint value

Numeric type data adds the following functions:

= chg. from baseline: Defined in the configuration tables and/or user-
defined using _New Event Function_.

= % chg. from baseline: Defined in the configuration tables and/or user-
defined using _New Event Function_.

= chg. from previous: Default derived value (measure determined from
the last two measures).

Note: Review selects an appropriate function by default with respect for the data
type of the item selected. The default function is assigned as the most likely
function to be used for that type of item.
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[tem Satistics

Display item statistics

Alternatively, you can display the range and other basic statistics of the
item by selecting an item and clicking Display Stats.

Hint: This function has meaning when applied to numeric data items and may
not be significant for other values.

The example for the patient age shows the total count of values,
minimum value and maximum value. If the value is numeric, then the
mean and standard deviation are included. This example represents the
total population of patients within the protocols selected and the selected

function.
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This example for lab item cholesterol counts the individual lab values
across multiple visits to display the basic statistics for the lab item.
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Displaying subsets of protocol population

You can limit the displayed statistics for the patients meeting the patient
selection criteria by checking “Subset using Select Criteria?”. If the
checkbox is not checked, the statistics are for the total patient population.

When I Subsetwsing Select Cit=iia?  js checked, the statistics in the
corresponding window reflect the sub-population of patients that falls
within your patient selection criteria. The patient selection criteria will
only be applied to the population when Subset using Selection Criteria
is clicked. Any changes that you make in the Patient Selection Criteria
that need to be reflected in the subset statistics must be preceded by
clicking Update Browsers.
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If multiple protocols are selected the basic statistics display on separate
rows for each study.
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Object storage: Saving your work

Saving the selection criteria

To save the patient selection criteria you have created for later use:

1. Make certain that the Patient Selection Criteria window is the active
window by clicking on its title bar.

2. Click , or from the Eile menu select Save.

JReview displays the Save window organized by tabs associated with
saving an object:

3. In the Definition tab, enter an appropriate Description. This
description is displayed in the Object Explorer window.
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4. Enter the folder(s) information in the Category box.
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Each folder (major, minor and subfolder) is separated by a period
where folder titles can consist of more than one word separated by a
space. For example, the major folder for ‘Safety’ has two minor
folders ‘Safety. AEs’ and ‘Safety.Labs’.

Folder names are case-sensitive and after the folder(s) are initially
created, they are selected from the dropdown list box.

5. Enter a Status for the object. The Status may be used when managing
objects to create Object Groups for launching groups of objects with
the same status.

6. You can include Summary Information for future reference to be
viewed by yourself or others later (optional).

An ID Number is assigned and used internally by Review to track the
object.
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Access tab

7. Click on the Access tab to enter object storage location and object level
user access.
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Object storage location
8. Select an Object Storage Location.

You can store patient selection criteria in JReview at three user access
levels: Private, UserGroup or Public. Saving on database object storage
sites, requires the author to have “Publishing Authorization” defined in
the configuration tables.

9. Enter the Object Storage Location.

Cimgecd Horkge Locsinn

= 3
Frivale
| e g ]

= Private storage is a database object storage. JReview is web based
access which allows users to access JReview from different PCs. In
addition, you can schedule Private database stored objects.

= UserGroup storage is a database object storage for defined
UserGroups in the configuration tables.

Object storage in UserGroup level allows you to specify sharing
with multiple UserGroups. This works when you click UserGroup
and you are a member in a UserGroup, then the UserGroup listbox
is enabled. If you want to share the object with multiple
UserGroups, simply use the CTRL or SHIFT mouse click for
multiple selections.

[wfiriion | ACCERs

Cingect Shorsge Loceson Share with ussrgrougs:
/ BtwanceT rarirgl s
Lizengrogp W ECES G

Daskbosrd Dey
Dwmzhbosrd Dey 2
Dmabbonrd Tec

NEW CHT LUSER GROUP

Oigiaz] Ll

— -

(] By (=) Project ) Ehabelroun () Gl

= Public storage is also a database object storage for all users of
Review. There is more user access when designated as Public
versus limited access when setup for UserGroup storage.

Object storage: Saving your work 61



Object level

10.Select an Object Level. You can store your patient selection criteria at
four levels: Study, Project, StudyGroup or Global.
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When you select either Private, User Group or Public for shared network
drive storage location, you can assign an object level to restrict access to a
specific study level or share access between multiple studies at Project or
Global levels.

11.Click Save Object. JReview stores the Patient Selection Criteria to the
designated Private, UserGroup, or Public storage location.

Publish for study groups

The study group save privilege allows the user to save objects to Study
Groups and selected in the ‘Publish for Study Groups’ list. The Study
Groups are non-visual groupings of studies set in Review Admin, and
are not project specific. They can, and are intended to cross projects.
Users can create a study group from within Review Admin, assign
studies when this option is turned ON, objects can be saved to the study
group. These groups are not visible in IReview (like project and study
are), but rather help group studies of common architecture.

For example, if three ongoing projects were built on one database
standard and each may have two studies. The “Standards Committee”
decides on new standards which will affect all future studies. So, the next
studies that each of the projects start up will use a new standard. This is a
good place to create two study groups. The first study group will have
the initial six studies (two from each of the three projects) and another
study group will contain all future new studies. The user within IReview
does not see the study groups until he/she goes to save an object. This
option allows the user to be able to save objects as a global report, but
only to a subset of studies that could be across protocols.
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Override selected Project/Global object?

The purpose of the override is to create a study specific version of the
standard object, in the non-standard study. For example, you create a set
of global or project level objects and assume they should be applicable to
all subjects in the study project (for project level) or all studies in the
database (global level) based upon your internal standards. This may be
true the majority of the time but then you encounter a non-standard
study. Therefore, when you are in the non-standard study this object is
displayed in your list box and will suppress the project or global version
to display the local version instead.

Note: The Override selected Project/Global object question is only available
when you select UserGroup or Public for Study object level.

Object Explorer window

Once you have saved your selection criteria and assign folder
information, your folder and selection criteria will display as a stored
object in the Object Explorer Window under Patient Subsets. Review
displays a list of folders for previously saved output specifications at the
selected object storage location. Simply select one of the storage locations
as Private, UserGroup, Public or All to display it’s specific folders and
contents. The ‘All’ option in Output Explorer displays ‘All’ accessible
database saved objects (private(db), usergroup(db) and public(db)) for
the user.
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Select the object storage location from the drop down list. Use the refresh
button on the right to refresh the folder list when moving between user
access levels. |
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Retrieve a saved selection criteria

If you want to retrieve a saved patient selection criteria:

1. Double click to open a folder. The filter icon displays along side the
description to indicate the stored object is a patient selection criteria.
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2. Double click to paste the selected patient selection criteria into the
Patient Selection Criteria Window.

Append to criteria

At this point, you can either click Update Browsers to enable your
selection criteria, or continue to add more previously saved criteria
objects to the end of the currently loaded selection criteria with the
‘Append to criteria?’ check box. You can modify the patient selection
criteria and resave to a new description and folder.

Note: To save time, you can launch and paste previously saved patient selection
criteria from the Object Explorer Window to edit and resave as new stored
objects. However, you must load the previously stored object first into the
Patient Selection Criteria Window then append to or modify it.
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You can append a saved patient selection criteria to the current saved
patient selection criteria object:

1. Select and double click to add the first selection criteria object.

2. Click F Append s citeia?
3. Select and double click another selection criteria object to append.
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Object properties

You can view information about an object when you select “Properties”.

1. Select the stored object with a single click.

2. Right-mouse click to display a floating menu.
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Quick remove

You can quickly delete a saved patient selection criteria in the Object
Explorer window under Patient Subsets.

1. Select the stored object with a single click.

2. Right-mouse click to display a floating menu.
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3. Then click Remove. You are prompted “Are you sure you want to
delete the object?” and click Yes.

review |
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The Remove function is a quick way to delete stored objects provided the
user is the creator or a SuperUser. It works for ‘UserGroup’ or ‘Public’
objects equally.
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Create Tabs

Create new tab

You can open multiple output objects and organize them for display on
tabs which you create. The tab is active for the session you are logged on.

1. From the Menu Bar, select View.

Foo Eot [[ERg Format SBrowss Window

2. Select Tabs.

The Main window displays with a Main tab at the bottom of the
screen.

3. From the Menu Bar, select Window.
4. Select Tabs and Create New Tab.
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5. A Tab dialog box opens for you to label the tab. Enter the tab name
and click OK.
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The new tab is created next to the Main tab at the bottom of the screen.
Repeat the steps to add additional tabs. At this point you can select a tab
and launch multiple output objects of your choosing to organize by tab
category. Simply click on the selected tab and open the output objects of
choice.

Main | Dermograpey Deala | Safety - Adverse Events | Safety - Labs | Dosage Detaits |

Move objects between tabs

If you wish to move an output object to another tab:
6. Make the object window the active window.
7. From the Menu Bar, select Window.

8. Select Tabs and the target tab location. The output is moved to the
selected tab.
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Display Data Browser
For your convenience while viewing multiple output you can set the left
pane of you screen to display the Data Browser.
9. From the Menu Bar, select View.
10.Select Tabs and Left Pane as Data Browser.

The left side of the screen displays the Data Browser where previously
the Object Explorer area displayed. This feature maximizes your display
area for interaction and updates between the Data Browser and patient
selection criteria and any open output windows.
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Simply close the Data Browser when through and the screen defaults
back to the Object Explorer display.
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Reaview Patient Data

Data Browser 73
Opening the Data Browser 74
Expand spreadsheet columns 74
Sort columns 75
Browse patient data 76
Horizontal data display 78
Graph format display 79
View Data Browser 81

Notes Browser 82
Store patient notes 82
Add note from Data Browser 82
Edit note in Notes Browser 86
Add response in Notes Browser 89
User defined notes reports 90

Multiple-patient mode 91
Freezingacase 91

Export and Print listings and panel views 94
Export a data browser spreadsheet 94
Print Preview 94

Exploring data 95
Changing the patient selection criteria 95
Patient Identification 96
CrossTab Browser results 97
Discrepancy reports 98
Detail Data Listing reports 98
Scatter plot graphs 98
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Exploring data 95
Closing a panel view 98
Closing the Data Browser window 98
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Data Browsar

Subset patients

The Data Browser presents a list of patients who meet the current patient
selection criteria. It provides the user with the ability to look at data for
an individual patient. After building the patient selection criteria, you
can quickly view a detailed list of the selected patients by using the Data
Browser. If you do not define a patient selection criteria then by default
all available patients in the database will display.
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Opening the Data Browser

Click @ | in the toolbar or from the Browse menu, select Data.

JReview opens a new window that displays a list of patients who meet
the current patient selection criteria.
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JReview displays the number of cases selected before the list of patients.
When Oracle Clinical data is the primary source the key clinical
information for each patient, such as case ID, sex, age, treatment group,
other, are also displayed and are custom-configurable through
ReviewAdmin.

When studies are pure SAS datasets there is a study level override in
ReviewAdmin to support study level configuration override for the Data
Browser patient list from SAS dataset.

Expand spreadsheet columns

When JReview displays multiple observations in the panel view
spreadsheet, each column is automatically sized to a fixed width size.
You can expand or contract the columns in the spreadsheet just as you
would in any window’s spreadsheet program.

Click and drag the cursor on the line between the column heading tabs to
the width desired.
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Sort columns

You may select and sort any column in the main Data Browser window
where the column header contains the corresponding symbol next to the
description.

Simply click on the column symbol to change from descending,
ascending or return to original display sort.
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Click on the column symbol and the green up triangle changes the
selected column sort to ascending order.
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F_.] Data Browsei

Click on the column symbol and the red down triangle changes the
selected column sort to descending order.

196 cases selected
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Browse patient data

To view individual patient data as follows:

A wnn

Select an individual patient to view their patient data.
Select the panels that you are interested in reviewing.
Position and size the panel view windows.

Click anywhere in the row of the patient of interest. You can use Prev
CASE or Next CASE to view data for the next or previous patient.

Each time another patient is selected, each open panel view window is
updated to reflect the data for the currently selected patient.

If the ‘Freeze Case/ Case Frozen’ function is toggled to Case Frozen,
the panel view window displayed remains displayed(frozen) with the
patient data they were frozen with.

A Case Frozen Panel View is a static Panel View, even as you select
other patients that will update in only Freeze Case Panel Views. When
tags are on, the tags column updates with the Panel Detail Data View,
reflecting the tags for the currently selected patient.
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You can select several panels from the list of available panels in the
protocol. Each panel selected displays a new window with a spreadsheet
containing descriptions and data for the selected patient.

If the panel displayed contains multiple observations, all observations for
this patient are displayed in the spreadsheet.

The default vertical panel displays for the data ordered by the Visit Date.
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Horizontal data display

Optional horizontal panel display of the data is supported within
ReviewAdmin by a configuration option.

Data sorting by selecting a column is supported for horizontally
displayed panels only.
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Simply click on the column symbol to change the column sort order.
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Graph format display

You can view a graph representation of the data from panels collected as

multiple visits or observations with numeric data. Initially when you

open a panel the default display is the table format

If you click the graph icon, the data is converted to a graph format.
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The graph displays as a Trend Plot with the patient’s minimum and
maximum values listed in the first column. Click the table icon to switch
the display back to the spreadsheet format.

r_. Efficacy Evaluation [KA 201 SCLURREMT: 4107 :01 8]
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View Data Browser

You may optionally replace the Object Explorer left window pane to view

the Data Browser when viewing open reports, graphs, crosstabs, etc.
Simply click on the View in the Menu bar, select Left Pane as Data

Browser.

MH-&MM Bckeareed

I-' Toolbhar f’ ’ ! B
[ ot q m
D gt P [ T
Dursbhaard Mode [ £ LR
Obyjesch Evpdorer
S0 details & [k Brossssr

W FSime

The left window pane is replaced with the Data Browser.

He Ll Wew Foss eee Sake Afvawel  Helpo

ol i v Y FESTEe@= S0

) Cises ewwnar - 196 cames .., 50| N I Paibeni Salecikan Criieris - il Pavianes |15

oA s ot R Furomons [ p
e (o o8 o gy ot e o LN s -
[T R, T — :':""'
= CCRPET
= SR g
n Laries” gy =
P ¥
[T
oo o
o] ke e (Taat] Sarrer, e V300G
4 ¥
(R T, e e —_— [ i Gt ) T D’ | el s TR

=
= DRI
LT g g
- il
= Ipartefdi

= DEMOCR MRy
= ekl

m PR

= A,

= Buar

= LA

= Lig_EM

- LA

= LAl

& FEDeT

Data Browser

81



Notes Browsar

Sore patient notes

You can store and retrieve patient level notes observed during data
review within the Notes Browser. For example, you may need to save a
patient note to validate data information for future reference. A separate
response may be added later by the note author or another user. The
notes can be stored at Object Storage Levels as Private, UserGroup and
Public. The author of the note has sole security to edit or remove the
note(s), unless the individual has SuperUser privileges. The same
restrictions apply to the user entering a response as the author to edit or
remove the response. (See Chapter 12: Advanced Topics: SuperUser
Privileges)

Add note from Data Browser

You add a patient note from the Data Browser by selecting a patient and a
specific panel then adding the note. The note may be added at the
patient, panel, visit or item level.

1. Click @ | or from the Browse menu, select Data.
2. Select a patient to highlight in the Data Browser.

3. Select the panel that you are interested in reviewing.
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4. Click on an item cell within a visit data column. You may not click on a
header cell item.

& Wiows musst sedect @ singhe cef befiore you can add & note.

57201:065] [T

5. Click Add Note. The Add Note window opens.
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The Note Level details display for the selected data column which are
later displayed in the Notes Browser spreadsheet after the note is saved.
Your note level selection determines if minimal note level details or all
note level details are displayed after the note is saved.

When you selected and highlighted the data item for WBC the Note
Level is entered as “Item”, then all note level details for patient, panel,
visit and item are displayed in the Notes Browser spreadsheet.

For example, if your note content is general to the patient or panel type
you would select patient or panel level. The columns for visit and item
would display as blank in the Notes Browser spreadsheet. Item level
displays the most detail in the Notes Browser spreadsheet.
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6. Enter the Note text. Click the cursor in the Note box to enter up to
2000 characters.

< ki Hobe |'><|
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Mol

Pacient has elevaved WEC and no Adverae Event oas reporced. Call Inw sice
to conflirm.

7. Select the Note Level to apply the note at either Patient, Panel, Visit or
Item level.

8. Select Note Access Level for viewing access as Private, UserGroup or
Public. Click Add to save the note.

¢ Warning
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Edit note in Notes Browser
An existing note may be edited by the author directly to the Notes
Browser at the patient level.

1. Click | =3

The Notes Browser window opens. All patients with saved notes are
listed. You may enter a patient selection criteria to list specific patients.

, or from the Browse menu, select Notes.
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2. Use the scroll bar and select a patient to display the Note text. If the
patient has multiple notes you may need to select the specific note.

3. Select and highlight the patient in the patient list in the Notes Browser.

4. Optionally select Edit Note or Remove Note. You cannot edit or
remove a note if you are not the author.

The patient note information is displayed for the selected patient. The
Edit Note and Remove Note buttons are available.
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5. Click the cursor in the Note box to enter up to 2000 characters of text.
The Note box is now unshaded and active. If you edit the patient note,
the Edit Note button status changes to Save Note.
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6. In the row for the selected patient, enter the note access level by
clicking on Access to display the drop down list for Private,
UserGroup or Public.
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7. Click Save Note. The note is saved at the “Patient” level in the Notes
Browser. If you click Cancel before clicking the Save Note button then
the note is not added.

The Note box becomes shaded or inactive after clicking Save Note and
the button status changes to Edit Note. You may select another patient
or continue with the same patient.

Only the author of the note may edit or remove the note.

! 5 Jevime Sarver Ernort You srs not the suthor of this kobs

(=]

8. Close the Notes Browser window.

The Notes Browser spreadsheet can be exported or copied to clipboard
with the same features as a report.
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Add response in Notes Browser

A response may be entered by the author of the note or another user with
access. Only the author of the response may edit or remove the response
after the response has been saved.

1. Click Edit Response. The Response box is now unshaded and active.
Click the cursor in the Response box to enter up to 2000 characters.
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2. Click Save Response. The response is saved at the same note level and
access level as the original note. If you click Cancel before clicking the
Save Response button then the response is not added.

The Response box becomes shaded or inactive after clicking Save
Response and the button status changes to Edit Response.

3. If you need to delete or remove the response and you are the author;
click Edit Response, delete the text then click Save Response.

4. Close the Notes Browser window.
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User defined notes reports

Supplemental reports may be defined using patient selection criteria and
filtering against ReviewAdmin tables to support the Notes Browser. In
some circumstances it may be necessary to register Foreign panels
(Patient Notes) from ReviewAdmin tables and then define Join Logic.
(See Chapter 12: Advanced Topics - Define Join Logic)

After the Foreign panels are made available in JReview and the Join
Logic is saved, then users may define and apply patient selection criteria,
user defined reports and output filters to the data fields in the Notes

Browser.
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Multiple-patient mode

Freezing a case

As you browse through patient data in the Data Browser, you notice that
each patient selection updates the open panel views. JReview has an
optional multiple-patient mode for the Data Browser. The multiple-
patient mode allows the review of different patient’s data at the same
time.

Each panel view has a Freeze Case button in the lower right corner.

" JLaiby Cheamistng [KAZ01: 209008411 1]
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When you click this button, the button text changes to Case Frozen.

[ ]Lal Chemistng (RAZ01:2000184111]

When the Case Frozen button is present, data in the panel view is frozen,
and will not update when you select another patient.

To freeze multiple panel views:
1. Select a patient.
2. Select a panel.
3. Click Freeze Case.

This freezes the panel view on the screen, dedicating it to the patient that
was selected at the time of freezing the case. The freezing function allows
you to display many patients with the same panel view open at the same
time, providing you with a useful comparative clinical protocols tool.
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Note: A Case Frozen will not update with the selection of a new patient. A new
window is generated when you click on the panel to be displayed, and/or updates
the previously selected and open panel views not frozen.

To unfreeze a panel view, click Case Frozen.

A panel view that is not frozen will be updated when a different patient
is selected. If you have frozen a number of panel views, and would like to
unfreeze it and close them, you can close each one with or without
unfreezing them by clicking on the System menu button in the upper left
corner of each window, or you can close the Data Browser window itself
and all open panel views will be closed. If you want to update all the
frozen panel views click Case Frozen and select a new patient.

The panel view updates to the selected patient and you can proceed to
freeze that view for a new comparative exercise.

Note: If you have opened more than one panel view of the same panel, any left in
the unfrozen state become active updating panel views. You may want to
individually close all but one unfrozen panel view per panel to reduce screen
clutter and needless repetitious presentations of the same data.
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Export and Print listings and pand views

Export a data browser spreadsheet

To export the Data Browser window or data from a patient’s data panel
view in Excel, HTML format or tab delimited files:

1. Select the desired window as the active window.
2. From the File menu, select Export.
JReview displays the Save In window.

P Whare should we save the Data Browser - 150 cases sslected file?

Saverc [ Deshop =

| My Documents
_.l_ sy o

S My Pistweork Places
27 Acdoba Captivate 3

Fils narme: | S |

Fes of e | DTS | e |

3. Open the storage location (folder).
4. Enter a File name.

5. Enter the File type.

6. Click Save.

Your patient list or panel view is exported to the currently selected disk
directory. (See Chapter 12: Advanced Topics: Export Browser Display
Spreadsheets; Copy and Paste Browser Results; Copying to Clipboard)

Print Preview

To print patients meeting the current patient selection criteria in the Data
Browser window or data from a patient’s data panel:

1. Click on the title bar of the Data Browser window or Panel window to
make it the active window.

2. Click |§ , or from the JReview File menu, select Print.
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Caution: Do not select the Internet Browser’s FILE menu Print
option. This will cause a system error.

JReview displays a screen shot of the selected active screen. You can use
the buttons to scroll through the pages of the output.
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Page 1 of 4.

3. Click either PrintPage, PrintAll or Close. The PrintPage option will
print only the first page of your output. The PrintAll option will print
the entire output.

Note: Use the Convert to pure black & white? option is only applicable to
graphs where multiple colors are displayed. If your printer is non-color click this
feature for better black and white print resolution of graphs.

Exploring data

Changing the patient selection criteria

Each time you modify the patient selection criteria, the Data Browser
instantaneously provides a listing of the patient population that meet the
patient selection criteria. Using the Data Browser, you can rapidly review
all selected patient data, and compare it to data for other patients or to
CRF image sources, and note and review tagged patient data. You can
also review all data editing with audit trail access, for any data item.

All patient-level browser displays interact with the patient selection crite-
ria similarly, and update to display the patient inclusion defined in the
patient selection criteria.
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Patient | dentification

You can select and subset multiple patients from all patient level displays
of data and CrossTab result tables, to generate corresponding patient
listings in the Data Browser and Detail Data Listing Reports. This
facilitates patient identification and detailed patient data review via the
reviewing tools of the Data Browser.
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CrossTab Browser results

Clicking on a patient categorical count in the results CrossTab tables
updates the open patient listing in the Data Browser, and refreshes Detail
Data Listing reports (if open) to display those patients underlying the
selected patient count. This feature facilitates patient identification from
the CrossTab categorical patient counts, to the underlying patient data
via the Data Browser.

Note: The CrossTab Browser does not allow multiple protocol selection. (See

CrossTab Browser: Patient selection criteria.)
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Discrepancy reports

You can manually browse patient data, identify discrepancies and
document your review of the study data. You can instantly create
automatic discrepancy reports based on the data value, multiple values,
or columnar data clusters that you highlight.

Detail Data Listing reports

You can click and on a patient row of interest and release. Instantly, the
open Data Browser, Scatter Plot Graphs, update to reflect the selected
patient. The selected patient will be highlighted in patient listings and
highlighted in Scatter Plot Graphs.

Scatter plot graphs

You can click and drag to outline a region on a graph. All patients within
the outlined region comprise the new patient subset. The open Data
Browser patient listing, open Detail Data Listing reports, and other open
Scatter Plot graphs update to identify and characterize the new subset of
patients.

Closing pand views and the Data Browser

Closing a panel view

If you are finished reviewing data for a particular panel, double-click on
the window's close box, as you would with any other window.

Closing the Data Browser window

If you are finished reviewing the panel view completely, double-click on
the close box of the Data Browser window. JReview closes all panel views
currently opened.
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Typesof Patient Profiles

Patient profile types

JReview users with access to Patient Profiles can select different patient
profile types to execute. In JReview, Authoring mode is required to
define and save patient profile objects at the global, project and study
levels. The following three types of patient profiles can be defined and
saved for execution in JReview.

JReview users with access to Patient Profiles can define and save the
WorkBook Profiles, Graphic Profiles and Formatted Profiles.

= Workbook Profile generated as a patient profile spreadsheet
organized by panels/questions groups or visits and the visit
representation as row or column in the spreadsheet display. The
results can display and print in single or multiple worksheet modes.

= Graphic Profile where first templates are defined and then accessed to
create graphic profiles where data is viewed in time oriented graphic
displays as duration bars, trend plots and line charts.

= Formatted Profile are the workbook profile type with applied formats
for fonts, headings, footers, page breaks and panel orientation.

In addition, users may track patient review status with the Patient
Review Tracking Tool within all the Patient Profile types.

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for building patient
profiles.

Note:The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same patient profile.
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Execute patient profile

Quick execute

JReview displays a list of categorical folders for stored patient subsets
and output specifications at the selected storage location. Simply select
one of the storage locations to display it’s specific folders and contents.

Icons are displayed along with the stored object to identify the source as
report, graph, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon. JReview aids users to quickly locate and launch

these stored objects.
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Stored object specifications saved with an included patient selection
criteria in the definition will display a filter icon next to the object

description.

— If the patient selection criteria was saved as “required”, the filter

will display in the color red to indicate the selection criteria cannot

be changed.

— If afilter icon is present but is not colored red, then you can alter
and update the patient selection criteria for the opened output

specification.
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Selection criteria

In JReview, you can select a previously saved Patient Subset or define

your own patient selection criteria for use in the Patient Profile Browser.
After launching the patient selection criteria, you can launch a previously
saved patient profile object created or define a patient profile in JReview

from the Patient Profile Browser.

Retrieve a stored output specification

To retrieve a saved output specification:

1. Double click to open a folder in Output Specifications.
2. Click on the object description and click Execute.

OR

3. Double click on the object to launch in a single step. The stored output

specification will be launched.

Execute patient profile
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Patient profilefeatures

View saved patient profile
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After selecting a previously saved patient profile from the Output
Specifications window, JReview opens the Patient Profiles Browser
window which displays a list of patients who meet the patient selection
criteria, or all patients if no selection criteria was entered.
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Select a patient from the list and click Create Profile. Only one patient
profile can be open at a time and gives a specific stored/required patient
selection criteria warning. A warning dialog will be present when trying
to open a new Patient Profile if a Snapshot/Frozen or “Req’d PSC” for a
Patient Profile is open. The user must close such Patient Profile before a
new one can be opened.

Define patient profile matrix

Visit numbers for patient related panels found in the database, can be
retrieved for display after you Define Matrix. This feature supports a
way to track individual patient study status by visit. The visits are not
required to display when you select a patient to view their patient
profile.

When the Patient Profiles Browser window initially opens, the patient
visit information is not yet retrieved until you define the patient profile
matrix. Define Matrix is optional, and not required to select a patient for
Create Profile. The patients listed display a message stating ‘Not
Retrieved’. This allows for faster retrieval of detailed patient visit
information and lets you select the patients and visits you want to view.
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1. Click Define Matrix.
2. Use the Add Panels and Remove Panels buttons to select panels.

3. Click OK.
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The first 10 patients display all their visit information. All visit numbers
are listed for the active patients as a way to track individual patient study
status by visit. The remaining patients listed display the message stating
‘Not Retrieved’.

4. To retrieve additional patients, highlight multiple patients and click
Retrieve Selected Visits.

5. Click Retrieve All Visits for all remaining patients.
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Note: All patient related panels and included items are listed, not foreign panels
or pivot panels.
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Show patient profile

6. Select a patient and click Create Profile. The previously saved

Workbook profile specification opens for the selected patient.
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Define Patient Profile

Select workbook profile

In JReview, Authoring mode is required to define and save patient profile
objects. The Patient Profiles Browser facilitates the creation of customized
patient profiles of the selected patients into various Workbook Profile
types as single worksheet mode or multiple worksheet mode. In
addition, the spreadsheet display can be sorted by visit or panel and the
visit representation as row or column.

1. Click ! . or from the Browse menu, select Patient Profiles.

2. The Patient Profiles Browser window opens, the default profile type is
Workbook Profile.

A configuration setting controls whether No panels (None), All panels,
or Critical Study defined panels are included in the profile by default.
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Add profile content

If you click Create before defining the patient profile, a message displays
indicating the patient profile contents are empty.

B warning
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You must first include panels and items for display in the patient profile:

3. Select panels from the Panels list to move to the Panels Included list.
Click the Add Panels and Remove Panels buttons, to select and move
panels defining the patient profile.

4. Use the Up and Down arrows located next to the Panels Included list
box, to change the sort order of the panels displayed.
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5. Use the Add Items and Remove Items buttons, to select specific items
for display. Select multiple items with the CTRL or SHIFT key.

6. Reorder the individual items within a selected panel by using drag
and drop.
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Add Subpanel

The Add Subpanel function is similar to cloning a panel. If you have a
complex panel with different types of data you may wish to divide the
panel into more meaningful categories or sub panels. For example,
Physical Exam and Vital Signs panel can be split into sub panels for

easier viewing.

1. Click the Add Subpanel button. The Add Sub Panel window opens.
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2. Select the panel. When defining a sub panel you can only select a
single panel. Multiple visit panels display as vertical or horizontal.

3. Enter a Sub Panel Description.

4. Click Add Sub Panel. The new sub panel is added to the Panels
Included list for selection to add and remove items for display.

110 Chapter 4: Patient Profiles



Type of wor kbook

Organize data
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Initially the Patient Profiles Browser opens for Workbook Profile type
with default settings for the data organized by panels, and visit related
data is represented by row for single worksheet display.
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After you define the workbook profile by adding selected panels and
items; click Create to use the default settings. The Patient Profile Browser
window displays the patient list for the selected patients.
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Select a patient, and click Create Profile to view your defined patient
profille.
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The next sections cover the workbook profile display options.
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Single worksheet mode

The single worksheet mode can be organized by Panels, Visit or Other
(i.e., DCM Date).

= By panel lists a single worksheet for all data for all panels included
where there is data for the active patient. It will display in the order
that has been defined and visits are sorted numerically.

= By visit lists a single worksheet for all data for all visits for the
active patient. The visits are sorted numerically.

Visit representation only pertains to data collected as multiple
visits where there exists one observation per patient per visit. You
select the display option by row where each row represents a visit
or by column where each column represents a visit. This applies
only when the worksheet is organized by panel.

Note:When the worksheet mode for by visit is selected then the visit

representation options are not available.

= By Other (DCM DATE) lists a single worksheet for all data by the
other designated date item for the active patient. The dates are
sorted. (This feature is only available in Oracle Clinical DataBase.)

The example below shows the Patient Profiles Browser in single
worksheet mode for the options by panel and visit representation as row.
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The next example shows the Patient Profiles Browser in single worksheet

mode for the options by panel and visit representation as column.
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This example shows the Patient Profiles Browser in single worksheet
mode by visit.

2 -
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Multiple wor ksheet mode

The multiple worksheet mode can be organized by panel or visit.

= By panel creates separate worksheets for each panel that has been
included and there is data for the active patient. It will display in

the order that has been defined.

= By visit creates separate worksheets for each visit that has been
included and there is data for the active patient. It will display in

the order that has been defined.
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This example shows the Patient Profiles Browser in multiple worksheet
mode for the options by panel and visit representation as row. This
options displays the tabs organized by panel label.
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The next example shows the Patient Profiles Browser in multiple
worksheet mode for the options by panel and visit representation as
column. The tabs are also organized by panel description.
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This example shows the Patient Profiles Browser in multiple worksheet
mode for the options by visit. The tabs are sequenced by visit number.
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Modify profile

The profile content and appearance can additionally be modified with
the following functions:

| Define Heades
[ Customine. ,
| Sort: Crder
| Filber Cubput

When defining the profile content you may define a header from all the
patient related panels types (not foreign or pivot) that are one
observation per patient. The defined header information will appear only
once at the top in the single worksheet mode. In the multiple worksheet

mode, it will display at the top of each worksheet whether organized by
panel or visit.
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Define Header

Click Define Header to open the Header Definition window which lists
all the patient related panels types (not foreign or pivot) that are one
observation per patient. You can select up to nine items from the listed
panels by using the add item button and multiple items can be selected.

1. Click Define Header from the Patient Profiles Browser window.
2. Select a panel.

3. Select the items from the various panels to add as header information.
Use the Add Items and Remove Items buttons to include or remove
items from the header definition. As a short cut, you can double click
on the individual items to add them or highlight multiple items to add

or remove.
4. Use the drag and drop to change the order that the items are
displayed.
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5. Click Save Header and close window. The Patient Profiles Browser
window will show the status of the button changed to ‘Header is
Defined’.

Type of workbook 119



6. Select a patient from the patient list and click Create Profile.

Once a patient profile is created and displayed, you can change the
active patient selected and the patient profile will be updated.
However, if you choose to modify any of the display options while the
patient profile display window is open the profile will not be updated.
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Customize patient profile output

You can make changes on a individual panel basis to panel options
regarding display orientation, maximum number of columns and

number of ID items.

1. Click Customize to view the default settings.

2. Click on the panel cell for Orientation to access the drop down list to
select horizontal or vertical.
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3. Click on the panel cell for Maximum Number of Columns to access
the drop down list. The maximum number of columns displayed per
row can also be changed within the range for 8 through 13.
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4. Click on the panel cell for Number of ID Items. The option to display
ID items as represented by the PatientNo and VisitNo are also selected
from a drop down list for choices are 0, 1 and 2.

If a panel row wraps beyond the maximum number of columns
defined, you can repeat the display of ‘1’ or ‘2’ ID items onto the next
row. If you select ‘0’ ID items then only the initial row contains ID
items.

5. Click OK to save changes.
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Sort Order

Click Sort Order to open the Profile Sort window. It is advised to define
all areas of the profile prior to defining the sort. When you apply any sort
options they are applied within the individual patient profile. Sort Order
can be applied to All Included Panels or Individual Panels.
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The All Included Panels option allows you to define a sort order on
those items present in all the included panels. This option will apply
the sort order across all panels in the Patient Profile.

Note: When a profile is organized by visit the user does not have the option
to sort panels by any other items. The Sort Order button is shaded and
disabled.

The Individual Panels option allows you to define a sort order based
on specific panels and items. This option will apply the sort order
across to specific panels.

For each individual panel selected and a sort option entered, an
asterisk displays next to the panel name flagging the panel has an
active sort option.

An item can be removed or added to the sort order with the Add Item
and Remove Item buttons.

When you select multiple items the sort order can be changed by
using drag and drop.

Double-click on an item to change ascending versus descending sort.
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Filter Output

Patient Profile Filter Output

After you define the specifications of your patient profile, you can use the
Filter Output as a data exploration tool by filtering data inclusion, then
comparing filtered and unfiltered results.

Filter Output works in the Patient Profiles (both workbook and graphic)
where only included panels (or panels behind included graphic
categories) are viewable and selectable for filtering in the Filter Output
window. So if you did not include any panels/categories in your graphic
profile, even if they are defined in your template, you would see nothing
in the Filter Output window.

The reason behind this is that in a patient profile, each panel is displayed
individually and is not joined with any other panel. Therefore, filtering
criteria from any other panel would not apply to a panel used in profiles.

The only exception to this is in Graphic profiles when a category is
defined by more than one panel (i.e. dosage and treatment). In this case,
both these panels will appear in the Filter Output window and filtering
criteria from one panel would affect the other panel.
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1. Click the Filter Output button in the Patient Profiles Browser window.
The Output Filter window opens.
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2. The All Included Panels option allows you to define an output filter
based on those items present in all the included panels. This option
will apply the output filter across all panels in the Graphic Profile and
filter all graphic displays.

Ot purt Filter. .

{) Al inchased Pansts {7 aeiciunl Panets DCAFDusstion Greapss sl i e
DM shion Groups Question Funciior:s: Operaior
& |ocaime ~ ETTTE S
Repeal £ =
Acthisl Everd =
S Bl =
e | .
Chsliving ahae L o
= 3 i s iriTLLL ) w
by 1]
[ senrie )| rooepreson |
ArdiCr e Filer (Texd) Fend Filter (56
Wisk =1 wnile VEEIT_NUWEER =1 |

Filter Output 125



3. The Individual Panels option allows you to define an output filter
based on specific panels and items. This option will apply the output
filter across to specific graph displays.
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4. Click Save Filter.

The Filter Output button in the Patient Profiles Browser window toggles
to Filter is ON. The output filter is applied to the patient profile when
you click Create Profile.

D Hedider

CLEANTE:

|
|
| T —
|

Fillis b OM

The panel names displays in italic, flagging the panel has an active
output filter entered in the Filter Output window.
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Patient Profile Review Tracking Tool

Patient Tracking functions

The Patient Profile Review Tracking Tool is designed to meet the users
requirement to track which patients were reviewed by userid, date/time
stamp and the review status assigned by the user. Other users may view
this detailed information for tracking and reporting purposes.

The entire function is enabled within the PATPROREVIEW option in the
ReviewAdmin configuration and controls user access of the function.
There are three privilege settings defined within the options:

1. View Patient Tracking — Allows access to view the patient review
status in the patient profile browser as well as access to view the
detailed Patient Log. It does not allow access to update the patient
review status.

2. Update Patient Tracking — Allows access to update the patient review
tracking and view the detailed Patient Log.

3. Define Critical Panels and Items - Allows the user to define panels
and items with a critical status.

Note: It is highly recommended to subset the patient population when
using the Patient Profile Review Tracking functions. The status updating
for individual patients and checking for new data may affect response
time.

ReviewAdmin allows the site to configure the Patient Profile Review
Tracking window for column content and sort order. The Review default
settings are turned on for “Review Level” and “Review Info” when the
function is enabled.

The required column in the Patient Profile Review Tracking window is
the “IReviewed” column. Additional columns are available when the
Patient Review is turned ON. The configurations for this option are
defined in ReviewAdmin where the administrator has the ability to set
Yes or No, for the additional columns when Patient Review is turned On.

These other columns can be included or not — Review Level, Review Info,
Color Coding, and Comment. The system has sort numbers defined for
each column display option, so the column can be sorted.
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If the user has access to either View Patient Tracking or Update Patient
Tracking then the Patient Review and View Patient Log buttons are
displayed on the patient profile browser window. The Patient Review
button defaults to OFF.
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If the user does not have access to update the patient tracking status but
is allowed to view the current patient review status; the Review
Information column displays when the user clicks the Patient Review

button ON.
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Patient Review Levels

The Review Information column shows the current review status with

review level, userid and date time stamp of last activity. The Review

Levels are:

= Not Reviewed - The initial review status for patient data that has

never been reviewed by a user.

= Reviewed - The user had checked the “I Reviewed” checkbox to

update the patient review status and selected a Review Level for “All”

or “Critical”. The userid with the data time stamp is displayed.

= Reviewed (New Data) - The patient data was previously reviewed
however new data has been added or changed since the last review

occurred.

When a user with access to update patient tracking status clicks the
Patient Review button ON, the “I Reviewed” and “Review Level”
columns display populated with the current patient review status.
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Sort columns

You may select and sort any column in the Patient Review Tracking win-
dow where the header contains the corresponding column symbol <>

next to the description.
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1. Click on the column symbol <> to change from descending,

Coiow Cimtirg 153

Thaty O

BT i

ascending or return to original display sort.

2. Click on the column symbol <> and the green up triangle changes
the selected column sort to ascending order.

3. Click on the column symbol <> and the red down triangle changes
the selected column sort to descending order.

s Mg
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Define Critical

The user privilege to define specific panels or data items as critical
enables access for high priority review and to automatically add critical
panels/items to a patient profile. When critical panels and items are
defined a table is created in ReviewAdmin marked as “Critical”.

The user privilege to define critical panels and items is set in
ReviewAdmin allowing the user access to the _Define Critical_ function
in patient profiles. When critical panels and items are defined then all
users have access to select them to create patient profiles. The Panels
Included drop down list box contains None, All and all defined critical
panels/items, for example:

Critical: Study Level,

Critical: StudyGroup Level,

Critical: Project Level,
Critical: Global Level.

Warning: You may generate an error if you include user defined Foreign Panels,
Pivot Panels or Import SQL in your patient profile. The highlighting feature
relies on specific data fields in Oracle Clinical and Clintrial for date time stamp
to determine if new data has occurred. If these fields are missing in the included
panel then an error is generated.

If the PATPROEMPTY option in ReviewAdmin is set, then the drop
down list box displays as “None” and no panels are listed. When the
patproempty option is not set, then the drop down list displays as “All”
and all panels are included.

1. Click on Define Critical button. The Define Critical window opens.
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2. Select a panel and click Add DCM/Question Groups or select
individual items and click Add Questions. The order in which you
add panels and items to the critical panel, displays in the same order
on the Panels Included drop down list box.
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3. If you need to remove an added row, select the row and click Delete
Selected Row.

Select the Object Level to save panels or question groups. The critical
panels and items can be saved at the Study, StudyGroup, Project or
Global object levels.

If you select StudyGroup as the object level you must also select a
study group from the list box.

4. Click Save. The defined Critical Panels or Questions Groups are
added to the Included drop down list box by the saved level.
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5. Select the Critical Panel level for high priority review and to
automatically add the panels/items to the patient profile.

If you had selected “All” from the Panels Included list then all
available panels and items are included in the patient profile.

6. Click Create. The Patient Profile Browser window displays the patient
list for the selected patients.

7. Select a patient from the patient list, and click Create Profile. Only the
Critical panels and items are displayed in the patient profile output.

8. Close the patient profile spreadsheet window. Next you can update
the patient review tracking status.

Update Patient Tracking Status

After you have completed your review of the patient data, you may
update your review status for the selected patient. This patient review
tracking feature is accessible across all the Patient Profile types.

The creation of a patient profile is not required or linked, to the Patient
Profile Review Tracking function for entry of a patient review status. If
the users within a department prefer to use a different output, such as a
detail data listing for patient review; you may still select a patient from
the patient list to update the patient review status, as an alternative
tracking process.

The required column in the Patient Profile Review Tracking window is
the “IReviewed” column, when the Patient Review is turned ON.

Additional columns are available and optional; Review Level, Review
Info, Color Coding, and Comment. The system has sort numbers defined
for each column display option, so the column can be ordered.
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Select review level

9. In the row for the selected patient; click the Review Level drop down
list box to select the review level as “All” or “Critical”.

The option to select “Critical” will only display if Critical Panels are
defined.

Additional Review Level descriptions may be added through
ReviewAdmin in PATPROREVIEWLEVELS for “Safety” or “Efficacy”.
Users would determine what panels and data they require for these
review level descriptions.

Rewizgny Levwel

Note: Always select the Review Level first before clicking the “I
Reviewed” check box. This will avoid generating erroneous review
level records, if you then go back and alter the review level.

10..Optionally add a comment when Patient Review is turned On. Click
in the comment to enter text and save the comment.

The configurations for the comments option is defined in
ReviewAdmin. The comment field can be viewed in the patientpostit
table.

Color coding

The Color options configurations are defined in ReviewAdmin. There are
5 default colors available — Red, Orange, Yellow, Green and Black where
sort numbers defined for each color to sort on this column. The color field
can be viewed in the patientpostit table.

These color options can be defined by the site for review purposes. For
example, Red may be associated with Hematology or Panic, Yellow for
Renal or Warning and any other site preferred review labels.
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11.1n the row for the selected patient; click the Color drop down list box
to select the color label.

Color O

1-RED
- CRARIGE
3 VELL O
+-GREEN
- BL A

b

12.Click the “I Reviewed” check box to log your userid, date time stamp
and review level for the patient.

The patient review information is now tracked in the Patient Log as a
detailed audit trail.
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The “I Reviewed” checkbox and the Review Level only displays the
current status if there is no new data and the user was the owner of the
last patient “review” and it’s within the system defined time frame
allowing the user to “uncheck” their review.

If the user unchecks the “I Reviewed” box for a particular patient review
then a DELETE DATE record is generated with the data time stamp in the
Patient Log. The default is 24 hours and the amount of time can be
defined as an ReviewAdmin config option in REVIEWSTATUSLIMIT=1
where the value can be 1 to 24 hours. Otherwise, the “I Reviewed” and
“Review Level” returns to their default status, unchecked and ALL.

134 Chapter 4: Patient Profiles



Filter review

In the filter drop down list box, if one of the entries other than —no filter-
is selected, then the Review Info patient list updates to only include
patient review entries either matching the selected entry (All, Safety,
Efficacy or Critical in that case) or ‘Not Reviewed’. The ‘No Filter’
condition goes back to the default condition, which displays the ‘latest
review state’, regardless of the review type/level.
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Bulk review setting

Bulk updates the review status of listed patients displayed in the Patient
Browser. Click the I1-Review All/None button and the Bulk I-Reviewed
Setting dialog displays.

Select option to set as “I Reviewed CHECKED ON” for true; or select
option for “I Reviewed UNCHECKED” for false.
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Track selection criteria

You may optionally capture and display the patient selection criteria
text/description (SUBSET), when checking ‘I Reviewed’ patient during
Patient Review Tracking. This option and other column options are
enabled or disabled through the ReviewAdmin utility.
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View Patient Log

-I_..u.-\.-.-n ey -

You may view the detailed audit trail of a patient(s) review status by
clicking the View Patient Log button.

13.Select a patient from the patient column, then click View Patient Log
button.

Multiple patients may be selected with the CTRL or SHIFT key and if
no patient is selected the default displays the first patient in the list.
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Note: When highlighting to select multiple patients from the patient list
avoid clicking in the first 2 columns which may inadvertently check and

alter a current patient status. Always select patients from the patient
column.
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The Patient Review Log window opens with a detailed audit trail for the
selected patients. Any records removed are show by the Delete Date.
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You can print the Patient Review Log window by clicking the Printer
icon.

Click the Export button to export your Patient Review Log in Excel files,
HTML format or Tabbed Txt files.

Close the Patient Review Log window.
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Highlight patient data

New data can be highlighted for patients in ReviewAdmin with
configuration settings. Patients who have been reviewed show a status as
“Reviewed” in the Review Information column. When a patient has new
data added or changed since the last review date time stamp the patient
review status is updated to “Reviewed (New Data)”. These patients
display highlighted in purple. This is to distinguish these patients who
were previously reviewed from those patients never reviewed with a
status of “Not Reviewed”. The highlighting of new data is available in
Workbook Profile and Formatted Profile but is not available in the
Graphic Patient Profile.

The Patient Review button needs to be clicked ON in order for patient
profiles to run with the highlighting feature on “Reviewed (New Data)”.
Highlighting of data at the observation level only occurs if the patient
had already been reviewed with a previous status of “Reviewed”.

In Reviewed Mode (Patient Tracking Mode), when viewing Workbook
Patient Profiles, select a patient and click Create Profile. When the
Patient Profile displays click the checkbox to “Show New Data Only™..
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All the panel heading rows are displayed to show they’ve been checked
for new data AND new data rows are displayed highlighted in purple.
New Data Columns behave similarly.

Select a patient with a status “Reviewed (New Data)” and create a patient
profile. Only the new data is highlighted in the patient profile at the
observation level to expedite quick location and review.

User defined tracking reports

Supplemental reports may be defined using patient selection criteria and
filtering against ReviewAdmin tables to support Patient Review
Tracking. In some circumstances it may be necessary to register Foreign
panels (Patient Review tables) from ReviewAdmin tables and then define
Join Logic. (See Chapter 12: Advanced Topics - Define Join Logic)

After the Foreign panels are made available in IReview and the Join
Logic is saved, then users may define and apply patient selection criteria,
user defined reports and output filters to the data fields in the Patient
Review tables.
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Study lock

The privilege to lock or unlock a study is a high level manager function
enabled in ReviewAdmin which allows the user to display a lock status
on an individual study. If a study is not locked, then Review will check
for data updates and new data for that study the first time the user turns
ON the Patient Profile Review Tracking tool that day. This function is for
user viewing purposes and does NOT physically block or prevent data
updates from appearing in IReview.

In ReviewAdmin the REVIEWSTATUSLIMIT option is set to the hour
reference (numeric value) setting the number of hours after the “I
Reviewed” list box is checked, that it can be unchecked. Valid values are
1 to 24 hours where 24 is the default if the option is not set. The check for
data updates are posted once daily at most. This means in study unlock
mode when a user clicks the Patient Review ON button, Review checks
for any new data transactions from the last date time stamp when a
patient was reviewed against the date time stamp of the data
management posted updates.

When a selected study is set to Lock mode the following conditions occur
in the Patient Profile Review Tracking tool.

= The daily process to check if new data is available is turned OFF.

= The patient list in the Patient Profile Browser window will NOT
display the status for “Reviewed (New Data)”.

= The highlighting of new data is turned OFF when a patient profile is
created and viewed.

Select a study and right mouse click to display the floating menu.
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For matted Patient Profile

Select formatted profile

When you select the Formatted Profile type the format options menu
displays for you to apply setting changes.

| Fage Hede: Footer Il Saat Corchir |
| Format Coburri Headings | [ Preview Fage Setup |
| Fomst Column Il Fiker Cutput |

A configuration setting controls whether No panels (None), All panels,
or Critical Study defined panels are included in the profile by default.
Initially if you click create profile the default settings are organized by

panel and visit representation as by row.
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Activate Page Break

The activate page break default is set to OFF. However, you can select to
turn ON page breaks for Organized By Panel or Visit.

|| actiate Page Bresks

This is a partial view of a formatted profile with default settings.

At the top upper left corner, use the page by buttons for plus and
minus to go to the next or previous patient.

[ e gl 6§

Use the arrows in the main menu bar to move between pages
within a single patient with sliding scroll bar on right.

The plus and minus buttons are available to enlarge or reduce the
view.

The printer icon is located at the far right in the menu bar.
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Apply Page Header and Footer

To enter descriptive information to the Header and Footer area:

1. Click on the Page Header/Footer button to open Profile Page Headers
and Footers window.
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The default settings for Headers are:

a. Default title is the profile type displayed in the center cell as
Formatted Profile with PatientID below.

b. Date and Time on the right.
c. Fontis BOLD 10.

2. Click a particular column/row cell within the template for your item
or text entry location. Each cell can contain up to two items.
3. Use the Edit Modes to Replace or Append changes.

4. Use the various item button selections to add Header information and
the Add Text button to enter free text descriptions.
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Click on a cell and use the Scissors icon to delete the selected cell
contents or click the New icon to clear all cell contents.

6. Click the Font button to change font, style and size.
7. Click Display Footers.
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8. Follow the same steps to enter and make changes to the footer. The

9.
10

default settings for footers are:

a. Patient Selection Criteria and Output Filter on the Left.
b. Page number on the right.

c. Underline above the footer.

d. Fontis BOLD 10.

Turn the Footer Underline ON or OFF.

.Click OK to apply format changes.
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Format Column Headings

To apply Overall Column Header Formats:

1. Click on the Format Column Headings button. The Format Column
Headings window opens. The default settings for all column headings
are:

a. Fontis BOLD 8.

b. Overall Alignment - Center.

c. Individual Panel Alignment - Center.

d. Borders set to Underline is ON.
2. Click the Font button to change font, style and size.
3. Change the borders.

4. Apply a Specific Column Header Format by clicking the drop down
list for alignment. Change from default center to auto, left, or right.

5. Change Overall Alignment or Individual Panel Alignment.
6. Click OK to apply format changes.
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Format Columns

To apply overall formats to font, style and size:

1. Click on the Format Column button to open the Profile Column
Formatting window. The default settings for all columns are:

a. Fontis Regular 8.
b. Overall Alignment - Auto.
c. Individual Panel Alignment - Auto.

2. Change Overall Alignment or Individual Panel Alignment from auto
to left, center or right.

3. Click the Individual Panel Alignment drop down list to align the item
display for auto, left, center, or right.

4. Click Row Results to apply Print Change for a particular column.
5. Click OK to apply format changes.
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Preview/Page Setup

Click Preview/Page Setup to view the Preview window of the formatted
profile.

Select a patient from the list and click Preview.
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You may access the Patient Review Tracking tool by clicking the Patient
Review button to ON.

It is recommended to apply any settings in the following sequence since
sizing of the individual columns on the grid in design mode will change
the column widths. It is advised to set Page Setup before the setting of
the column widths since changing the page orientation, left margin size
or right margin size will set the column widths back to their default
settings.

1. Start with Page Setup.

2. Apply Number of ID Items.

3. Apply Individual Panel Orientation for horizontal versus vertical.
4

. Column width can be set in one of three ways: Shrink to fit columns,
Autosize or adjust individual columns.
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5. Click Refresh to view changes.
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Page Setup

The default display is landscape and the settings are maximum column
width of one inch. The width is set to fit all columns on a page depending
upon the number of columns in the profile. The default number of
columns is ‘11’ of all equal widths.
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Number of ID items

The option to display Number of ID items as represented by the
PatientID and VisitNo has selections for ‘None’, ‘First Item’ or ‘First 2
Items’. If a panel row wraps beyond the maximum number of columns
defined, you can repeat the display of ‘First Item’ or ‘First 2 Items’ onto
the next row. If you select ‘None’ then only the initial row contains ID
items. The selection can be made from All Included Panels or Individual
Panels.

The default setting is for ‘First Item’ where the first row of all panels
always displays the PatientID and VisitNo with any wrapped row
displaying the PatientID.

Formatted Patient Profile 151



Panel Orientation

Changing the individual panel orientation is restricted to visit oriented
data collection where one record is collected once for each visit. For
example, vital signs or laboratory results may be collected once for each
patient at a visit. Data collected only once or multiple times for each
patient and not related to a particular visit is restricted to horizontal
display, i.e., Concomitant Medication, Medical History, etc.

1. To change an individual panel orientation, select Individual Panels.
2. Select the panel. The default setting is horizontal.

3. Select the Individual Panel Orientation for horizontal or vertical
orientation.

4. Change the Maximum Visits Displayed in Row selecting from the
drop down list. The choices are 5 to 9.
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5. Click Refresh to view panel orientation change.

Note: The grid in design mode only displays when you select Individual Panels.
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Column width
= Clickthe Shrink to Fit Columns and Refresh to view all columns to fit
on the page. All columns are of equal width with horizontal default set

to 11 columns.

= Click the Autosize Columns and Refresh to expand each column to
it’s maximum width. The individual data column width is adjusted

for heading and data.
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= Click Individual Panels to display the design grid. Select a panel and
resize individual columns within the selected panel. Click and drag
the cursor on the line between the column heading tabs to the desired

width. Click Refresh.

= Ly e ke

1 i il e oL

P

et Pk e .
[EEEE q 5
%0y [ o
B
IR T T ST

i e = B omied [ B P

|:| Lmel | ik s B |

BT AT A T T CR I EL i s TR LR

= When you select Individual Panels and select a panel, you can apply a
row break at a particular item by clicking the check box for Last
Column in Row. Click Refresh to view your changes.

A el i cuboviea |awin
] FEE Frap
e fow b Pou e =it
e T i -
o
L e oep B = 15
RS
M Sl redreed o 5o —
o S " LY

= [PRSSTINFE  S T T p ——
Lart | sl i e | |

ilaia i £roET (W P ey b o AT MG | R
m r Fam ™ el LR L id = r"
i '

Formatted Patient Profile 153




Print and Export Patient Profiles

Print patient profile

To print the patient profile of the selected patient:

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click |§ , or from the File menu, select Print.

You can access the printer icon from the tool bar within the formatted
patient profile output window to display the Print dialog box.

3. Click OK. A signature line with the date is printed at the bottom of the
worksheet.

E Framaifed Falieni Fenieke |II=J AT AT 34

Export patient profile

You can use the Export function to export your results. The file options
are dependent upon the result type, and display the appropriate export
file options available.

To export your Workbook Profile in Excel files, HTML format or Tabbed
Txt files:

1. Select the object to export, it must be the active window.

2. Select the File menu and click Export. JReview displays the Save File
window.

3. Select the storage location.
4. Enter the File Name, and select the storage type.

5. Click Save. Your patient profile is exported to the currently selected
directory.
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Formatted Patient Profiles can only be exported as PDF files.

P Where should we save the Fermatied Patient Profile file?
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After the formatted patient profile is exported, it displays with
bookmarks of the Panel/Question Group or Visit dependent on how the
formatted patient profiled was organized. (Requires an Active X Control to
generate the bookmarks after the file is exported.).
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Graphic patient profiles require to print/print preview the GPP in the
Patient Profile output window.
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Object Sorage

For detailed instructions on how to save, retrieve and remove object
specifications (reports, graphs, crosstabs, etc) See Chapter 11: Saving
Objects, plus Alerts Browser.

Note: Scheduling Formatted Patient Profiles requires optional printer server
module.

Close Patient Profiles Browser

Closing the Patient Profiles windows

If you are finished with all Patient Profiles, and do not want to define any
other Patient Profiles: double-click on the close box of the Patient Profiles
Browser window.

Review closes all Patient Profiles windows currently opened.
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Graphic Patient Profiles
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Select categories for display 192
Select items for display 194
Normal range multiplier 197
Create Graphic Patient Profile 199
Basic graphic user interface 201

Graph settings 204
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Graphic Patient Profile

Access Graphic Patient Profile

Users with access to the Patient Profiles have the option to access Graphic
Patient Profiles where the data is viewed in intuitive, graphic format. You
can create, execute and save graphic patient profile objects at the global,

project, studygroup and study levels and in either private, usergroup or

public object locations.

The graphic patient profile specifications are created within the limits set
by the currently defined graphic patient profile templates defined in
either JReview or IReview.

= Graphic Patient Profiles display a single patient’s data graphically
over time.

= Itis required to map the “panels” from the Clinical Data Management
System to the “categories” in Review accomplished through Graphic
Patient Profile Templates.

= The activity of creating and editing Graphic Patient Profile Templates
is typically done infrequently.

Note: The Review Administrator application must be updated to allow the
granting of these privileges to specific users or groups.

The patient data is displayed from multiple data domains and plotted
against a common time axis. The display style for each domain depends
upon the kind of data, for example, duration events such as Adverse
Events are plotted as horizontal bars showing the duration of the event,
from onset date to end date.
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Show Graphic Patient Profile

Previously saved graphic patient profiles can be selected and executed
from the Object Explorer window.

hipd Specifications
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JReview opens the Patient Profile Browser which displays a list of
patients who meet the patient selection criteria, or all available patients if
no selection criteria was defined. The first patient listed is the default
selection, or select a patient and click Create Profile.
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The patient data is displayed from multiple data categories and plotted
against a common time axis. The display style for each domain depends
upon the kind of data, for example, duration events such as Adverse
Events are plotted as horizontal bars showing the duration of the event,
from onset date to end date.
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Missing data

Missing data is displayed for line plots and scatter plots as blank.
Duration plots as an empty box for missing BY variable value. ‘B’ if it has
a start date but no end date. ‘E’ if it has a stop date but no start date and
no bar if it has no start and stop date. (See section: Define Graphic Profile
Template for ‘Ongoing Item’)
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Basic graphic user interface

Once the graphic patient profile displays, the following functions are
available to assist you in further examining each graphic data display.

= Use the keyboard up and down arrows to scroll through the multiple
graphic plots within the patient.

= Select a data point on a graph display and left mouse click to select
and invoke drill down with the Data Browser.
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= To select multiple points, click and hold the left mouse button, drag
the mouse to create a “box” and let go of the left mouse button. This
will invoke a drilldown for all the points in the box.

= Click the left mouse button to deselect all previously selected points.

e Zoom in and zoom out with the ‘+’ and ‘-’ icons on the left of side of
the time line scroll bar.
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= On the Control bar (located at the left side of categories) with the box
icon; use the left mouse to minimize and maximize the category.
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= To move between patients, in the Toolbar use the icons with the
appearance of little pages with + and - signs. The first button always
takes you to the first patient. The second button moves you one
patient back. The third button moves you one patient forward. The
last button always takes you to the last patient.
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= The last buttons decrease or increase row size by compressing or
expanding the rows.

Super Users are able to save templates at the object storage level for
global, project, study group and study levels as only one per level. The
templates are saved at the object storage location for public only.

Once a graphic patient profile is saved the template information is saved
with the profile. Therefore, a saved profile uses the original template
information that existed at the time it was created to avoid conflicts with
updated or newly created templates.

Graphic patient profiles are very complex, due to the different types of
data can best be represented by different types of graphs. The individual
graphs are aligned along a similar time axis, however, each graph may
consist of a different plot type based upon the type of data “event” that is
depicted. Each graph may be based on data from multiple tables in the
underlying database.
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Define Graphic Profile Template

Open Patient Profiles Browser

Prior to defining a graphic patient profile for time, select categories and
plot types a graphic patient profile template is required to access those
included categories and define the study start.

Click E on the toolbar or from the Browse menu, select Patient
Profiles.

JReview opens the Patient Profiles Browser window to the default profile
type for Workbook Profile. Click on the Graphic Profile type.

I ihasiharined Faiiead Poodiles 1 rospey
Tiiw mrgew [N e CE R e Tt Tl S ey
el bl bimindini _ madey_
et ot
Frawamel S Coarsrommil et Flandn shore
D e L rpeparw |
Elagry
iR mary Teus
Lab Thersishry
Tt
=
ol
I.. O Cxa "l“;.“-l" e _I | O T e R e )
| twm ot |
Carsimd THk 1 = BT Be i
fem e e fEw dum Pl Ty
Some urill: Doy @ Lini Lo
: Link skt 0 o i
i et T
| Filewr s E:I Graphe Tmmpisk

166 Chapter 5:

Graphic Patient Profiles



Open Graphic Profile Template

A Graphic Patient Profile template must be defined first before users can
create graphic patient profile specifications.

SuperUsers with the privilege to “Create Graphic Patient Profile
Templates™ access the Graphic Patient Profile template feature from the
Patient Profiles Browser window within the Graphic Profile option.

If none exists, a message displays and the user is exited from the graphic
patient profile option. If you have authoring privileges to define a
graphic template; a message box displays asking if you wish to create a
template now.
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Click Yes and the Graphic Patient Profile Template window opens.

The Graphic Patient Profile Template is where the “Categories” used by
the end user within the Graphic Patient Profiles are matched to the
“panels” and “items” from the database.

For some categories, such as labs, select as many possible items. Then
during creation of the Graphic Patient Profile, the user has more selection
options similar to a menu.

The Graphic Patient Profile Template dialogs are dependent upon the
category. The type of information collected will vary to generate text,
duration bar or numeric plots.

Entry of the Study Start Date is required unless the database utilizes an
item for day calculations.
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Graphic Patient Profile Tesmplate
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Select template level

Super Users are able to save templates at the object storage level for
global, project and study levels as only one per level. If the study selected
belongs to a Study Group previously defined in ReviewAdmin, then the
Study Group option is also available. The templates are saved at the
object storage location for public only.

Once a graphic patient profile is saved the template information is saved
along with the profile. Therefore, a saved profile uses the original
template information that existed at the time it was created to avoid
conflicts with updated or newly created templates.

Graphic patient profiles are very complex due to the different types of
data can best be represented by different types of graphs. The individual
graphs are aligned along a similar time axis, however, each graph may
consist of a different plot type based upon the type of data “event” that is
depicted. Each graph may be based on data from multiple tables in the
underlying database.

1. Select the Template Level for Global, Project, Study or Study Group.

If you select Study Group for the Template level then you must also select
a study group. Multiple study groups can be selected with the CTRL or
SHIFT key.
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Define study start date

The Study Start check box is defaulted ON for “Calculate Relative days
based on Study Start Item (and possibly Date Criteria)?”. When checked,
you must define an item that contains a unique single value for each
patient’s study start date as Day 1 or Day 0.

For example, a date item located on a single record per patient such as
the Demography data panel. If a multiple record data panel is chosen,
then the selected date item requires the Date Criteria be applied to filter
down to a unique patient study start date such as visit label is baseline,
visit number is 1, etc.

The Study Start Date is required to create a Graphic Patient Profile.
Therefore, if you forget to enter a study start date you would be unable
to save the template.

Once a Study Start Date has been entered then the Save and Copy
buttons are available.

If your database contains a calculated Day item, then you can uncheck
the Study Start box and all other items in the Study Start box are
disabled. The buttons previously labeled as “Date” then display as “Day”
when you enter details for the various categories.

Enter the precalculated Day item created in your database (not Review).
You are required to select at least one item per defined category that
contains numeric values denoting relative days from study start (i.e., for a
single event category such as “Laboratory Test” you would enter an item
containing values of the relative day the lab test was performed). The
relative day item would be another item located in the same panel. For
duration events such as “Adverse Events” you would enter the item
containing the values of the relative day each Adverse Event started and
a second item containing the relative day each Adverse Event ended.
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2. To enter the Study Start Date Item, select a panel and date item. Click

Date Item.

3. Enter the date item as Day 0 or Day 1.
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If you had entered a study start date from a multiple record panel then
you need to further specify the date by clicking Date Criteria. For
example, if you had selected the Start Date item from the Dosage Panel,
the Date Criteria is required for this multiple record panel.

The Study Start Date Criteria window opens for you to specify details
such as a visit label or visit number for your selected date.
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4. Click Save Filter and close the window.
The Date Criteria button status changes to ‘Date Criteria ON’.
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Define Visit

You can optionally calculate relative “Days on Drug” to plot the graphic
display with multiple Visit information. Study Start Date and Visit
information are independent functions from each other and can utilize
dates from different panel sources.

Information entered in the Visit function for “No. Item” and “Date Item”
are required to come from the same panel source as the entries for Visit
Number and Visit Date. The resulting calculation for relative “Days on
Drug” is displayed and plotted against the visit number along the X Axis
on the graphic profile.

For example, if Demography Visit Date is entered as the Study Start Date
and you need the graphic display plotted against the relative days
calculated from the multiple visit Efficacy panel. By entering Efficacy
Visit No item and Visit Date for the Visit information calculates the
relative days between the two date items and is plotted on the graphic
profile.

¢ Lraphic Patient Frofile [emplate

= [ il
Dary 0 b —=
[¥ ] Cobc.yi b Cory: Doscd o Sy Sour] Dot . o, ~ [ | e i
=Ll A1 [ [t by - = | sl Duls
Lisafem - J 'Wizk Dyt DCwfia Criteria |

Define Graphic Profile Template 173



Define header items

Adding a header is optional. The PatientID defaults if left blank.

5. Click Header from the Category list.

6. Go to the Panels list and Items list to select and add header items to
display in the graphic patient profile.

7. Click Header Items button to add items. Highlight and click scissors
in the tool bar to remove items.
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Category types

Different types of data can be best represented by different types of
graphs. Data with start and stop dates (i.e., duration events) are graphed
as horizontal bar charts over time. Data collected on a given date(s) as
time point events (i.e., labs, vitals) are graphed as scatter plot graphs.
Data with no date associated are displayed as text.

Different information about data panels/tables and items/fields are
needed in order to create each type of graph (bar, line or scatter). This
database information may come from multiple database panels/tables
and are organized into a data category. The data category “bucket”
contains the type of data (or event) to be graphed; the type of graphs to
be plotted for this type of data (or event); and additional necessary
information on panels/tables and items/fields to get the correct data
from the database to generate the desired graphs (i.e., lab normals).

= A data category contains specifications about the
data for a specific type of data “event”.

= Allows for these specifications to be based on multiple database
tables restricting that only one-to-one or one-to-many table
relationships be allowed.

= Associates the type of data event to be graphed with the
appropriate types of plots.

The following table lists the data categories.
Category Type Definition Plot Type(s)

Duration Data collection event that has a start and Horizontal Bar
stop time point.

Time Plot Data collection event that occurred at a Data Value
specific point in time. Line Plot
Lab Lab test data collection event that can be Scatter Plot
compared to normal range values if they are Line Plot
defined in the data. Trend Plot
Data Value
Dosage Dosage data collection event that has a Vertical Bar
standardized dose value and start and stop
time points.
Non-Time Data not associated with a specific pointin  Free form text
Aligned or time (i.e., gender, sex)
Text
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Define Category Information
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The SuperUser specifies the category information from a pre-defined
categories list and can further select or Add Subcategory to create user
defined subcategories for Adverse Events, Laboratory Tests, Text, etc.

1. Select a Category to display the corresponding template for entering
category information.

2. If the category collects time data, click the Include time items box to
activate the time items to display along with the date items.

3. Select the Panel(s) and Items to define the category information. Select
the item function as actual value or decoded value.

4. Repeat the steps to add or select a subcategory. Click the Clear button
to remove current items and reselect items. Or, click Delete to remove
a user defined subcategory.

5. Click the Add Subcategory button to add a new subcategory.

When a category is added an asterisk displays next to the category in
the category list noting it has been defined.
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Ongoing Item

Table 1: Ongoing statusisnot collected during the study,

The presence of an ‘Ongoing Item’ collected during the study, will
display the following behavior when the graphic patient profile is

created.

and the‘Ongoing Item’ set to blank in the Template.

Date Graph
Start Date | Stop Date rap
Status Display
Present Present Both Start Duration Bar
and Stop
Dates were
entered.
Present Blank Missing Stop | Letter ‘B’ in
Date. Start Date
Blank Present Missing Start | Letter ‘E’ in
Date. Stop Date
Blank Blank Both dates Blank
missing.

Table 2: Ongoing statusis collected during study, and the ‘Ongoing
Item’ isentered in the Template.

Start Date

Stop Date

Date
Status

Ongoing
Status

Graph
Display

Present

Present

Both Start
and Stop
Dates were
entered.

Blank

Duration Bar

Present

Present

Both Start
and Stop
Dates were
entered.

Present

Ongoing Bar

Present

Blank

Missing Stop
Date.

Present

Ongoing Bar
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Table 2: Ongoing statusis collected during study, and the ‘Ongoing

Item’ isentered in the Template.

D ngoin raph
Start Date | Stop Date ate Ongoing G_ap
Status Status Display
Blank Present Missing Start | Blank Letter ‘E’ in
Date. Stop Date
Blank Blank Both dates Blank Blank
missing.

Time Axis scale

If you include time data items in any category definition by clicking the
‘Include time items’ checkbox, then Start and Stop Time Items will
display for entry. In addition, the Time Axis scale in the graphic patient
profile will include hours and minutes. The default displays the date
items and ‘Include time items’ as unchecked for displaying time items.

fr Inchude ime hers (8 vl as date]?

The following conditions are true with time items present:

= Existing templates and objects without the option for time are still
processed from a prior release.

= Time is stored as days.hours in saved graphic patient profile objects so
prior versions of the Review client will retrieve correctly in days.

= New templates will include the time option but you cannot go back
and edit an existing template from a prior release.

= Time items of type character, numeric or time will process.

= Hoursand Minutes are included in the Time Axis scale if the time item
was included in the opened template and graphic patient profile
object.

= Hours and Minutes are not included in the Time Axis scale if no time
items were included in the opened template and graphic patient
profile object.

= If anew graphic patient profile object is opened with hours as the scale
with an older Review client, then the scale will present in days and the
data will display accurately.

= Negative days and hours are handled.
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Duration Category Type

Duration type categories include Adverse Events, Concomitant
Medications, Previous Medications and Treatment require the following
item information to be entered. The Add Item is the field to be graphed.
Ongoing Item and BY Variables are optional. The BY Variables display
details as a legend option.
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Dosage Category Type

The dosage category is a special case of duration requiring a numeric
field representing dosage values for the item to graph. The dosage
category supports multiple dosing regimens when you add

subcategories.
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Text Category Type

The text category is a text type which initially contains no subcategories.
The SuperUser defines subcategories and assigns specific database
items/fields from the panels/tables to either categorize itself or a
subcategory. The items are displayed as non-time aligned data.

To add a Text Category:

1. Select Text in the Category list and click Add Subcategory button.
2. The Add New Subcategory window opens for you to enter the

subcategory.
3. Click OK.
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4. Select the Panel(s) and item(s).
5. Click the Text Items button to add.
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6. The Text subcategory is added. Click the Delete button to remove.
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Laboratory Category Type

The laboratory category is special due to the fact that lab data can be
structured in either a horizontal (a separate field for each lab test) or
vertical (one field for the lab test name and a second field for the lab result
value for all labs) format. In addition, vertical lab data has each lab test
associated with a lab normal range and units which may or may not be in
another table.

Horizontal panel structure requires:
= Date Item - the field containing the date of the event.
= Item(s) - the fields which the user may select for graphing.
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Vertical panel structure requires:
= Date Item - the field containing the date of the event.
= Lab Test Name Item - the field containing the lab test name.
= Lab Result Name Item - the field containing the lab test result or
value.

= Lab Test(s) - the list of lab tests which the user may select for
graphing. The overall list of lab test names is derived from the lab
test name data item.
To select multiple contiguous values, click on a value and drag over
the other values. To select multiple non-contiguous values, click on
a value and hold down the Ctrl key when clicking the other values.
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< Unit Item - are the units associated with the lab tests.

= Normal Ranges - are the normal ranges for the lab tests. Click this box
to enter the Normal High Item and Normal Low Item.

Note: This assumes that a join criteria has been previously defined between the
lab and normal range panels.

= Normal High Item - the field containing the lab normal high value.

= Normal Low Item - the field containing the lab normal low value.
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Time Point Type category

Time point type categories also includes Vitals and Efficacy panels and
may be either horizontal or vertical.
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Horizontal panel structure requires:
= Date Item - the field containing the date of the event.
= Item(s) - the fields which the user may select for graphing.
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Vertical panel structure requires:
= Date Item - the field containing the date of the event.

= Measurement Name Item - the field containing the measurement
name.

= Measurement Value Item - the field containing the measurement
value.

= Measurements - the list of measurements which the user may select
for graphing. The overall list of measurement names is derived
from the measurement name field.

In the example, the Mycological Results Category was added as a
subcategory and panel structure selected for vertical format.
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Save template

When you have added all categories and subcategories to the template,
click Save.

Template Layel
 Global " ShdGow —————— Cave Copsy... Aemowe
™ Propcl % Shudp

A message window displays the template has been saved. Click OK to
close the message window.

You can click the Copy button to copy category details from a saved
template to an undefined template level to save time entering similar
categories. The Remove button becomes available after a template is
saved and is used to remove a saved template if needed.

Close the Graphic Patient Profile Template window.

Edit graphic template

The available template levels are highlighted in the Patient Profiles
Browser window in the Template Level list. If no template exists for a
level then the template option is shaded as disabled.

The Edit Graphic Template button becomes available if you need to edit
the existing template. Also, use the Edit Graphic Template button to add
a new template not previously defined.
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Define Graphic Profile

Select graphic profile

After graphic patient profile templates have been defined and saved then
users with access in authoring mode can create, execute and save graphic
patient profile objects at the global, project, study group and study levels
and in either local, usergroup or public object locations.

1. Click E . or from the Browse menu, select Patient Profiles.

2. The Patient Profile Browser window opens, select Graphical Profile as

the type.
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Select defined template

3. Select from the available template levels to define your graphic patient
profile. Shaded template levels haven’t been defined and saved yet.

Tempdsle Lavet
% Project

5 Shady Group

Change Time Axis

You can define the Time Axis before or after you select your categories
and items. When you enter the Time Axis once for any category;, it will
default across all the selected categories as the common time axis. If time
items are included in any of the defined categories then the Time Axis
will include the options to select Hours or Minutes.

4. You can change the Time Axis defaults for the graph plots by selecting
from the dropdown Scale list and entering the Start and Stop range.

Time Axis
Sciale Und:
Ll Shaet 14

Hour Shart

Simply enter the Start and Stop value for the selected time scale.
Time Aods
Scall Doy =] Limt [50

Diage St |:I Shope III

190 Chapter 5: Graphic Patient Profiles



Change Limit value

The Limit value denotes how much of a duration event to show before
and after the first and last time point event. The limit feature “limits”
how far out the time axis will go past “time point events” such as a lab
test, or vitals or efficacy measurements. For example, if you have a long
running Concomitant Medication with a stop date past your defined stop
range, you can limit how much you want to see.

The default is 240 for hours, 90 for days, 12 for weeks and 1 for years. You
may change it to any positive number to show more of the duration
events that occurred before and after the first and last time point event.
Choosing a limit of zero will show the shortest time axis possible (only
from the first to last time event). Entering a negative number, (-1 for
example) will show the entire time axis from the beginning to the end of
the first and last duration.

Display Time items

If a template category was defined to display time items you may set the
scale to Hours or Minutes. The Start and Stop Hours scale displays with
a dropdown list to select within a 23 hour range before changing to the
next day.
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Note: When selecting the Hours Scale it is best to apply to a minimal day range
duration of not more than 4 days for meaningful results. If you select the
Minutes Scale keep the range within 6 hours in order to view the 15 minute
intervals with clarity.
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Select categories for display

After you select an available template from the template levels you are
able to select those categories to be included in the graphic patient

profile. Optional header information if available may have been defined
for the selected template.

I ihasiharined Faiiead Poodiles 1 rospey
Taim i i e hal] Tyl S Frfiaked
i Pl P _ ey
ialriniet il
Frawamel S Coarsrommil et Flandn shore
D e L rpeparw |
Elagry
iR mary Teus
Lab Thersishry
Tt
d
ol
I._ i&-_q'_-““__-.-_-l.-a.__l"- S _I i_ Ty L ——————
| D Criic |
Carape Tike B = BT Fa Il
lempanie e fEw dum Pl Ty
Some urll: Dary o Limli L]
[ Pt T Shaem Lempirnin
& Link skt 0 o i
i it T
I Crams [ oo [ Grapte Tl

192 Chapter 5: Graphic Patient Profiles



5. Highlight the categories to be included in the graphic profile and click
Add Categories. Highlight and move single or multiple categories
with the SHIFT or CTRL key for multiple selections.

Use the Remove Categories button to remove a selected category.
6. Reorder the Categories Included with the up and down arrows.
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Select items for display

7. Select each included category and view the list of Items and By Items

(where applicable) for the graph plots.
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You must go through the entire list of Categories Included and select
each category (and the items) you want included in the graphic
profile. Otherwise, a message displays alerting you of an included
category without items or BY items included.

[Please select al least one ilem for categony Sdveise Events tes!™ before creating & profile.

[ o= ]

8. Highlight the item(s) and click Add Items button to select from

available items to be included in the graphic profile. Use the Remove
Items button to remove selected items.

9. Use drag and drop to reorder how the added items are displayed in

the Included Items list box.

194 Chapter 5: Graphic Patient Profiles



10.Select the BY Item (if applicable) for the selected category and click
the Add BY Item button.

The BY Item becomes available for display in the Legend when you
click “yes”. If a BY Item is not added for the category then the
information is not available for display in the Legend.

The selected item is moved to the BY Item Included list box. Only one
BY Item may be selected per category.
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11.You can change the Category Title of any included category (except
for the header which will always display the PatientID).
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12.The Sort Option is dependent upon the selected category is only
available if the data item selected is alpha, for example adverse events
or concomitant medications. The data items are associated with dates
so you have the option to sort by alpha or date in the graphic profile.
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13.Add or change the default Plot Types. The available plot types are
dependent on the category type defined.
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Normal range multiplier

The Multiplier feature for ‘Normal Range’ and display ‘Abnormal Only’
values applies to Vertical Labs only where Lab Normals may be entered.
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The Show Legends option applies for all categories to display ‘BY

variables’ in the Legend box when checked Yes; or to the right of each
‘duration bar’ on the right side of the graphics region when checked No.

|| Shoer Legends

The ‘Abnormal Only’ labs option in Lab graphic displays scans all
included Lab tests in the graphic profile and only includes each lab test if
at least one lab test value is abnormal for that patient. Otherwise, the lab
test if dropped from the graphic display.

A normal range ‘multiplier’ option for labs allows you to specify if you
only want to ‘flag’ or mark as low or high, those labs that are outside N
times the normal range values. It is implemented as normal high times N
versus normal low divided by N.

14. You can only select 1, 2 or 3 for the normal range multipliers with the
default set to 1.

For comparison, first view out of range labs for Normal Range multiplier
set to 1 and then change the normal range multiplier to 2. Select Plot
Type of “Scatter” for labs and notice some points that were out of range
previously changed to in-range from the up/down triangle to box plot
point. If you selected Plot Type of “Line” you will notice the normal
range “band” within the line graph has expanded for the normal range.

The Lab values display as color coded based on the normal range where
red for high, blue for low and black for normal.
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Normal Range set to 1. The scatter plot shows triangles indicating the
values outside the normal range. Also, the Line Plot type for glucose and
triglycerides shows values above the colored band for normal range.
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Normal Range set to 2. The scatter plot shows boxes indicating the values
inside the normal range multiplier of 2. Also, the Line Plot type for
glucose now shows values within the colored band for normal range.
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Guidelines if normal range values are missing:
= Scatter Plots -
Display an N instead of missing.
= Line Plots -
No gray background if missing normal ranges.

Separate into different bars if normal range changes between
points.

Place missing normal ranges on separate bar if changes between
points.

If a normal range changes it will create a second plot where the
new range starts and for missing, it won’t plot the high/low lines.

Create Graphic Patient Profile

After you have defined all included categories and items included:
15.Click Create.

The Patient Profile Browser window opens to display the list of
patients who meet the patient selection criteria or view a list for all
patients if no selection criteria was defined. The study and PID
(patient id) are listed for identification in the patient list.

16.Select a patient and click Create Profile.

The Graphic Patient Profile window opens and displays all labels on
the left and legends on the right side of the graph plots.

Red arrows display in the right margin to identify additional graph
display if you scroll up or down with the arrow keys.

17.To save to the object specification for your Graphic Patient Profile, see
See Chapter 11: Saving Objects, plus Alerts Browser.
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PP Graphic Patient Profile Display
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Basic graphic user interface

Once the graphic patient profile displays, the following functions are
available to assist you in further examining each graphic data display.

Use the keyboard up and down arrows to scroll through the multiple
graphic plots for the patient.

Use the keyboard left and right arrows to scroll x-axis on the graph
across the time scale, or click-and-drag the scroll bar.

The first icon represents the settings option. (See section: Graph Settings
for Select Settings)

In the Toolbar use the icons with the appearance of little pages with +
and - signs to move between patients. The first button always takes
you to the first patient. The second button moves you one patient
back. The third button moves you one patient forward. The last button
always takes you to the last patient.

B Graphical Patient Profile [KA 201 SOURRENT; 11 200

meereed =1

The last buttons decrease or increase row size by compressing or
expanding the rows.
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= Select a data point on a graph display and left mouse click to select
and invoke drill down.
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= To select multiple points, click and hold the left mouse button, drag
the mouse to create a “box” and let go of the left mouse button. This
will invoke a drill down for all the points in the box.

= Click the left mouse button to deselect all previously selected points.
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= Zoom in and zoom out with the ‘+” and ‘-’ icons on the left of side of
the scroll bar.
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= On the Control bar (left side of categories); use the left mouse to
minimize and maximize the category.
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Graph settings

Select settings

On the Toolbar, click the first button to bring up the settings options.

Graphical Patient Profile (KA 201 SCLRREET: 11 20
L
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Appearance options

The settings window opens to the first tab for Appearance options. Each
of the sliders, when moved with the mouse, will change the contents of
the white box to help you visualize the setting. For example, when you
click and move the 'External’ slider under 'Fonts".
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The size of the text “abc” will be the actual size of the text on the graph.
The same occurs for the 'Misc.' size settings, except the white box will

contain a line of the appropriate width.
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The 'Display Crosshairs' checkbox toggles a cross hair following the
mouse. This is good for visualizing alignments. 'Use gradients’, when
checked, will display gradient backgrounds to almost all rectangles
drawn on the display. '‘Draw labels on normal region' toggles the little
markers that display the value of the normal range border. 'Draw
numeric labels on y axis' label each row.

Printing and PDF output settings

There are many options that allow you to customize how the Graphical
Patient Profile prints. The printing options are found on the 'Print/PDFs'
tab in the settings window.
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The most important of these options is the first, 'Fit to page when
printing'. This option has precedence over all other printing options. If it
is selected, then a page will be printed on one page regardless of the view
range or the height per row. The default for “fitting” is true. ldeally, it is
easiest to visualize the data when it is contained on one page. When this
is not possible, the other paging options come in to play. The paging
options are used to change the order in which the pages print. Basically it
allows you to choose between moving horizontal or vertical first. The
picture on the dialog is pretty self explanatory, across many patients.
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You can chose to print the current patient only, or all pages. A print job of
multiple patients, each of which is multiple pages, can get extremely
large very quickly. These options like this have been added to help the
you have control.

Finally, if color printers are unavailable, there is the print hash marks
option. This makes it easy for the user to distinguish between the
different by-variables and categories without the use of color.

Color settings

There are 15 icons on top, each of which controls a certain aspect of the
screen. Each button contains a little image, which highlights the part it
refers to. So for example, the background button (top left) has a
highlighted blue background, while the rest of the graph remains
unchanged.
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The color of the background is not blue however. The actual color of the
background is white, which is shown by the little circle in the bottom
right corner. This method of conveying the color clearly distinguishes
each part of the graph while at the same time gives you a sense of color.
So to change a color, simply click on the button.
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The Category Colors at the bottom of the tab is used to modify the order
of the category colors. These colors work from left to right (so light blue
is the color of the first category). To change the color, simply use the left
mouse button over the appropriate button.

Headers and footers

You can control the information that is printed on the top and bottom of
the graphic display. There are seven entries which allow you to insert
'special strings'. For example, if you type “p$P” into one of the edit boxes,
it will appear as pl on a printout (where 1 is the number of the page. This
allows you to control both static and dynamic strings.
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Category settings

Each category has its own category settings dialog box. In the Graphic
Patient Profile window use the right mouse button on the control bar
next to the category title.
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Each graph's dialog has unique characteristics. Every category contains a
category color box, on the bottom left of the dialog box.
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Line, trend, and block graphs also contain the 'lines per row option’
which is used to modify how many graph lines each display will use.
The list box under 'Step One' contains a list of the BY variables for the
current panel. When the user clicks on one, the variables on the right side
will be populated.
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You can change the color of the particular BY variable by clicking on the
color with the left mouse button. You also have the ability to modify the
maximum and minimum. There are no limits on the minimum and
maximum except that the min must be less than the max. The range on
'lines per row" is 1 to 10.
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For matted Profiles

Show formatted patient profile

P 1.2

JReview users with access to the Patient Profiles can execute Formatted
Patient Profiles defined in IReview. The saved formatted patient profiles
can be selected and executed from the Object Explorer window. JReview
opens the Patient Profile Browser which displays a list of patients who
meet the patient selection or all available patients if no selection criteria
was defined.

Select a patient and click Show Patient Profile to display a formatted
profile similar to the workbook type. Use the tool bar buttons to move
between multiple pages or to zoom or print the output.
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Printing and Exporting Patient Profiles

Print Preview
To display a print preview of a patient profile in the Patient Profile out-
put window:

1. Click on the title bar of the Patient Profile window to make it the active
window.
2. Click @ or from the File menu, select Print Preview.

JReview displays a screen shot of the selected active screen. The Print
Preview function is applicable to all browsers with output results.

Formatted patient profiles display in print preview mode.

Print Preview for a graphic patient profile displays a detailed cover
page before the graphic profile pages. The following information
displays along with the Filter Output definition if applicable.
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3. Click either Print or Close.

Print patient profile

To print the patient profile of the selected patient:

1. Click on the title bar of the Patient Profile window to make it the active
window.
2. Click |§ , or from the File menu, select Print.

You can access the printer icon from the tool bar within the formatted
patient profile output window to display the Print dialog box.
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3. Click OK.

Farmmabbed Patient Pralile [EAZO:Z010184100 ]

R T
Mnm Eza-mh Emml@mmlgu—m‘ll

Note: When you select Print Preview or Print for the selected Patient Profile, a
signature line with the date is printed at the bottom of the worksheet.

Export patient profile

You can use the Export function to export your results.When you select
this option an export window opens to select a file type and directory.
The file options are dependent upon the result type and display the
appropriate export file options available.

Note: Only formatted object types can be exported to PDF files.

1. To select an object to export, it must be the active window. Select the
File menu and click Export.

JReview displays the Save File window.

Enter the storage location.

Enter the File name.

Select the file type.

Click Save. The result is exported to the selected directory.

ok~ wDn

Graphic patient profiles require to print/print preview the GPP in the
Patient Profile output window.

T Expaort: & GPP Wiawy, plesze Prirk Prink-Previss the GFF
& Save tha POF gutput From the presented vasdoer,
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Object Sorage
For detailed instructions on how to save, retrieve and remove object
specifications (reports, graphs, crosstabs, etc.) See Chapter 11: Saving

Objects, plus Alerts Browser.

Note: Patient Profiles cannot be scheduled.

Close Patient Profiles Browser

Closing the Patient Profiles windows

If you are finished with all Patient Profiles, and do not want to define any
other Patient Profiles: double-click on the close box of the Patient Profiles
Browser window.

Review closes all Patient Profiles windows currently opened.
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Object toolbar 235
Snapshot output 235
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Output filter icon 236
Multiple population mode 237
Multiple output for required selection criteria 240

Output filter 243
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View output filter 248
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Reset filter parameters 257
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Select panel visit data report 258
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Click Options and Patient Info. The Report Options and Patient Information window
opens. 259

Add Patient Info Items 261

Define Date Merge Settings 262
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Apply output filter 266
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Formatted reports 272
Select formatted listing type 272
Apply Page Header and Footer 273
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Format Column Headings 277
Format Columns 280
Sort Order 283
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Execute report

Selection set

In JReview, you can select a previously saved Patient Subset or define
your own selection criteria for use in the Report Browser. After launching
the saved patient subset or building your own patient selection criteria,
you can explore stored customized reports of items for each of the
patients who meet the selection criteria.

Quick execute

JReview displays a list of categorical folders for stored patient subsets
and output specifications at the selected storage location.

1. Select one of the storage locations to display it’s specific folders and
contents.

2. Click on the object description and click Execute OR double click on
the object to launch in a single step. The stored output specification
will be launched.
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Icons are displayed along with the stored object to identify the source as
report, graph, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon. JReview aids users to quickly locate and launch
these stored objects.
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Stored object specifications saved with an included patient selection
criteria in the definition will display a filter icon next to the object icon
and description. If the patient selection criteria was saved as “required”,
the filter will appear in the color “red” to indicate the selection criteria
cannot be changed. If a filter icon is present but is not colored red, then
you can alter and update the selection criteria for the opened output
specification.

Report types and features

Type of report

The Report Browser facilitates customized groupings of item values for
patients currently included in the patient selection criteria. JReview
provides point and click report creation, without panel join limitations.

There are five report types available in JReview for defining report
specifications which are available to launch in JReview.

= Detail Data Listing generate one report line for each patient
observation.

= Summary Listing generate one report line containing summary
information such as summary category, counts, mean, and so on.

= Formatted Detail Data Listing and Formatted Summary Listing
provide the same basic functions as Detail Data Listing and Summary
Listing with extensive formatting features.

= Patient Visit Data Report contains patient results organized by
patientid and visit where multiple visit panels are easily joined and
displayed per row.
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Defining Report Specifications

Selecting a panel, item, and function

To open the Report Browser, from the Browse menu, select Reports or

click on the toolbar. You define the contents of a report using the
same method that you used to build the patient selection criteria:

1. Select a panel.
2. Select each item of interest.

3. For each item, select an appropriate function or use the default
function type for the type of item selected.
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Adding items

Select individual items and click ADD Item to add the selected item to
the report content spreadsheet. Or double click on the individual items to
add each item to the report content spreadsheet.

A short cut for adding non-contiguous items within the same panel:

1. Select the items you want while holding the Ctrl key.

2. Click ADD Item to add the item to the report content spreadsheet in
the order they appear in the panel.
OR

3. Click Add All Items to add all items in the selected panel to the
current report. You can select and combine items from all panels.

4. To remove the item; select the added item column and click the
scissors icon in the tool bar.

User-defined functions

In JReview you can view user-defined functions defined for IReview
browsers. IReview provides predefined functions where users can select
from a function value list. IReview users can utilize these functions to
create new user-defined functions such as new item, new events and new
ranges that are fully supported in the various browsers. (See Review Users
Guide Chapter 12: Advanced Topics: Derived Items and New Range Variables)

The predefined functions ‘Baseline’, ‘Endpoint’, ‘Chg from Baseline’
which calculates the change from the last measure and all other default
functions in IReview are pre-configured in the Review Administrative
Configuration Tables. (See Review Configuration Guide)

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for building reports.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same report.
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Column autosizing
JReview automatically autosizes the report column widths as shown by

AutoSize Columns on.

Edit item sort order

To make changes to the individual item Sort Order:

1. Double-click on the default sort order values 1, 2, 3 and change the
values. The Sort Order 1 will be the item in which the primary sort will
take place, sub-sorted by Sort Order 2, and so on.
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2. Delete, replace, edit or add Sort Order values for the particular item.

3. Optional descending sort is specified by a trailing ‘D’ after the Sort
Order number.

| cCustomdoin ||  AddTbem || AddAdkems || FikerOwipit || Crwate Report
Heusador Rzt Subtobsl vath charge

Dokl Cumks Listinen w

|:| Shows Dk als? |:| Suppress duphcats rows?

0 | 2 3 4 5
[Col, Head 1 | |
[Col, Head 2 [Irwmstigsbor  Pat. Mo,
Soet e 1
Fiow results | w | 'v
|#arn -Lows
‘Warn -High
Farc-Low
Fanic-High

Race See

Note: Formatted reports use a different definition for how items are sorted
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Change column order

Click on the column you want to move and drag the column to the
desired location.
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Changing the report specifications

To change the report specification that you have defined:

1. Click anywhere in the report layout (heading, sort order, column
headings, row results, delete or add panel item function values, or
define (or re-define) join logic.

For example, in a column that you want to delete (and perhaps replace

later).

a. Click | .;Ii'iI:. or from the Edit menu, select Cut. This deletes the
column from the report specification.

b. To place the column in a new order location, click on a column and
from the Edit menu, select Insert. The cut column is inserted to the
left of the highlighted column. Or, highlight the column(‘s), and
use the directional arrows to reposition the columns highlighted.

2. To clear the entire report specification, click | |__"'|
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Edit column heading

You can edit the column headings for Col. Head 1 and Col. Head 2. To
edit a column heading:

1. Click on the text.
2. Edit the text.
3. Press Enter.

Defining a report title

Edit the report heading to easily identify the report window and
printouts. You can enter a title for your report that will be displayed as
the caption in the report window, as well as, in any printouts. By default,
the Report Browser assigns the report type as the heading of the report.
Enter the title text in the ‘Heading’ field.

Heading
| Labty Cremistry Lesting]

The report heading displays either ‘All Patients’ or ‘Subset’ if a patient
selection criteria was entered. If you modify the report heading the
patient population status of either ‘All Patients’ or ‘Subset’ still displays.

Show Details

The ‘Show Details?’ feature can be used after you have added items to
your report specification.

The Show Details doesn’t change the report content or definition but
instead displays some additional rows of information at the bottom of
the report template. The extra rows display the source of the items
selected in the report columns. Most of the report types show Items and
Panels. In addition, the Patient Visit Data Report when accessing vertical
data shows two additional rows for Pivot Item and Pivot Value.

Show Details is helpful after you define and save a report definition and
look back to view it’s source contents.

Note: The Items and Panels names are displayed from the Data Dictionary
and not the Items and Panels Description.
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Create report

When all report specifications have been entered click Create Report. The
report is displayed in a Report Browser window containing a
spreadsheet of your report.

[] AE Data Listing - All Patients

L9anLnny | 190 102
L9anL0ny | 1991102
1991084 |1 1l
19911108 | 19511108 |Possh
19a108]e | 19910523
19311008 | 19511008 |
19311008 | 19911008
19910723 | 19510720
19911011 | 19911021
193IL101 |15911002
198ILI0E |1551110a
1991L0Z3 | 19911023
193IL028 |15911007
199IL11S |19911115
199IL1Z3 | 19911209
L98z020e | 15520=20
1992022 | 19920222
19920301 | 19520206
15910816 | 15910221
L99I0828 | 19910501
L99ILD0E | 19911018
19910803 | 19910503
19910603 | 19910503
L99IL011 | 1511025
L9ILDMH | 1591 1006
19911025

iE
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Detail Data Ligting features

Defining row results

Heaides
ikl [uska Listing

[] Shicaw Dt iks?

lu]
Cod, Haad 1
Col, Haad 3
Sort e
Foaw rihulls
Wan =L
‘Warn -High
Frarg -Licadi
Pafig-High

A numeric date type provides clinically pertinent options, such as mean
or sum. Numeric row results generate report summations (for example,
Selecting Sum or Mean), or break point summations that the report will
generate in summation or at break points for example, change in PID,
Sum at Change and Mean at Change. The Row Results drop down list
below is for non-formatted report types.

Ostomlon || AddRem || Addaliltems || Fiter outp || Crests Report II

Ragal Sulbbol al wlly changs

e
|| Suppriss duphoaki Fows?
L Z 3 [ 7
[resstigabor  Pat. Mo, Wl M. Eristhusma Eavadafion
1 2 3
I i | i | | | -

Note: Mathematical row results options are different between non-formatted
and formatted report types.

The formatted reports have more mathematical options. In addition,
formatted reports support Sum at Change, Mean at Change, Mean at
Change and Mean, and Sum at Change and Sum.
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The Formatted Report options also apply formats to modify the headers,
footer, page breaks, column headings and more.
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Reset subtotal in row results

s
Dokl Dt |, ehing
[[] Shuzws Dtis®
a
fool Head 1
ool e 7
[Sort Ondler
L JR T o
[Warm Low
wvars: igh
[Frared Lin
Panes-Fgh

Headkr

(] Shhoms Dt

joal Head 1
Fool Head T
Soat Crder
isows temill s
o, Lo
W, igh
s ALirer
| el gl

The mathematical row results options are available in the Detail Data
Listing and Summary Listing.

| Cusbenlen || Add Tem || Addaiies || Fier Cugpd || Creste Seport

Pkl ool il wath o huigpt

Dokl ot s L iy

You must select the item to ‘break on' when utilizing the mathematical
row results. This required selection is enforced when you have selected a
mathematical row result ‘Sum at change’ or ‘Mean at change’ or ‘Mean at
Change and Mean’. The possible break items are listed in the ‘Reset
Subtotal with Change’ drop-down list.

ikl fern | PherCugut || Cresbe Report
Fe=met Subdnbsl vefh ofange

| Cwtomien || mdkdmem ||
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The mathematical break point is applied to the Pat No. with 'Sum at
change' row result selected for Efficacy Evaluation items.

b

o= 4106 | B 32 3 3 1
Ik 4106 =2 z 2 3 1
o= 4106 |3 2 2 k3 2
S ot El'q TA00 7.00 9,00 4.00
I E= 4108 & ] 1] L 1]
o= 4108 |2 |0 1] 1 1]
5um af Chy 00 |0.00 |2.00 0.00
[ TN ENRE 0 1 0
[E 4110 0 0 1 0
5 Chy L0 (000 (200 0.0
[ I ERE 0 T 0
[E ERE 0 1 0
[ I TIERRE 0 i 0
[E; A4 4 1 0 1 0
[E 41145 1 0 1 0
Sum & Chy o0 (000 |6.00 0.00
[E R RE 0 1 F
[E; 240z [z [0 0 1] 0
(i 203 |0 0 1 0
Sum & hy [z (000|200 .00
0 i1 0 0 ] 1]
[EN] ERERERL 1 1] 0
(&) 1|3 0 0 1] 0
0 3116 |0 i 1] 1]
Sum & Lhy [ (000|200 1.0
[T, izl 0 0 ] 0
0 HiZ[Z (0 il F i
(&) i[5 (1 i ] i
(5] Eizl4 0 i ] i
[iE3] £ R 0 ] i
Sum = Lhy LI (000 (1000|200

Highlighting data check ranges

When you define a report, for example, which includes numeric
parameters such as laboratory data, vital signs or scores, you can enter
warning and panic ranges that will be used to color highlight the data in
the report display. Variable values outside the ranges you define will
show up in yellow and red. If the report specifications are saved, these
data check ranges are also stored within the report.
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Simply enter your data check ranges within the spreadsheet cells labeled
“Warn-Low”, “Warn-High”, “Panic-Low” and “Panic-High”.

[ Cusomlon || Additem j[.n.dd.llmslrturuumt

Headder Rt Subtolal with charge
Laby Chesrwshry [aats Listing w
[] Sheaw Dtaits ] Suppress duplicate ross? Bukrsine Cokarns
a L F3 3 4 5 B
Col, Head 3 | |
Col, Heead 2 [Ireewstigabor  Pak. Mo, P, Trighetiridas
[t ol 1 £ 3
Fooa pirsulls | | | v w | 2 3
WA -Loe 1000 1000
‘wharn -High 250 =)
P -Lowys F:I = =
Fari-Hgh 0 =0 =

01s 4108
018 4110
018 4114
018 4114

311
e ey
iz
=07
=103
=103
El03
103
El13
El13
Sll4
El14
ST
120

ARG RE T SLRBERNE R
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=
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=]
[

|| | | ] e k] ] ] e e e ] e e O e

HEEEEEEEEEEE
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=i
-]
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Suppress duplicate rows

If you want to display only unique rows (unique based on all items being
displayed), click on the checkbox for ‘Suppress duplicate rows?’. When
you turn this feature on, it includes “DISTINCT” in the select statement
generated which has the effect of only displaying unique rows.

™ Suppeess dupicate rows?

The examples show the difference between this report when the suppress
duplicate rows is turned off versus on. For example, see PatNo 2125.

I!E

it} &F | st - SEpeeEes = -Fn mjAE |isEang - Suppress Daplicals 0N -Fn

HO4 WS Az 04 WS Arhelis

I SN HOS | SHRE s

HiE Iﬁ Faacdachs HOE  |MER Hesdache

HOT | SHNEuming senastion siin HOT | SHINEUTINg Serasion sk

HDE |G Toolh disorder

13 | SHIN B perdalon $hin
I3 |MER Headache

H25  |REE Srusies

HIT | SHNBarieg serdalon $hin
I  |NER Hesdache

M |MER readache

2204 |RES Upper respirslony infecion
ror. 11 REE Upper respirslory infection
205 |MAN Peripheral ecenn

2208 | SHIMBuming sersetion skin
FME | SHIM Burriesg peroalion shin

2|05 - Tooth diorder

S| DG Teolh disonder

H13 | SHNESuwming senssfion skin
FaFa] IE Fendachs

N |RES Srusis

H25 |FE'5 “Snusils

H25  |RES Sinusis

NI | SHNEBuming sengation skin
I3H | NER Hesdachs

2N NER Hesdacha

2204 |MNER Hesdache

3304 | RES Lpper respirsiony infecton
a7 |FIE3 Lipser eessinddney inferinn
I207 | RES Sinusia

J208 | MAN Penphersl sdens

2 | SHN Burming pEndalion skin
123 | SHNEuming sensation skin

CEEEEEEEEEEEEEEEEEE

HEEEEEEEEEEEEEEEEEEEEEE
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Summary Listing features

Group functions

The Summary Listing have different Group functions available
dependent upon the item selected:
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When building a Summary Listing it is typical to first select an item with
a group function of ‘none’ and then follow it by the item with a group
function applied. This method displays the item first as a row label
followed by the items with group functions applied.

[ Customlom || additem | |  Fitercutput || Crests Beport |
Header [ Reset Subtotal wih change
o Furmmany Listing »
[ Shows Cataiss /\ iprress dupbcate r ALbosioe Colm
o 1 2 \ 3 4 5 B 7
Col, Head L |.| Lﬂ subiects jmin |mac T |stdlday
Cool, Head 2 sestigator Age nge nge nge
Group Order 1 z
R ks o - - W W W
Vo' -Low
We'aim High
Paric-Losw
Panic-High

[ Ape Summary Listing - A1 Patienis

EEEEE

(=]

U UL

SEEEEEER

FEREEEEEEEEER
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The item ‘AE Coded’ is entered first with a group function of ‘none’
followed by the group functions ‘count’ and ‘count subjects’.

[ oOstomlon || addiem | cddsdiens | Fkercupet || Creste Report

Huis Rl Sultobs vath chargs

E AL Summary Lisling - All Patienis .__||H h{

I+]

o

]

-
v | | bl ] e e ] e ] e ] R e e e e | e pg e o]
= | ra] | =| =] ra] =| =] =| | ra] =] =] =} =] =] =} r =) =} =
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Count distinct

The group function for ‘count distinct’ is the same as the count subjects,
except the value being counted are the unique values of the item
specified. For example, if you selected Adverse Event text and specified
‘count distinct’, you would only display the number of unique adverse
event text values. The select item phrase generated: count (distinct

<item).

1] L z
o, Haad 1 COLE

Cod, Heid 2 AF Tt AF Tt

G O der i

Fooww rirsulls [ |

[Aarn -Low
‘atarn -High
Paric-Loaw
Panic-High

[ Susmmary Listing - All Patients

BNGIOFLASTY
B K STRAMN
BLEDDER, INFECTIOM

BLIFRING LR APPLICATION
BLIRRIMG PR AFPLICATEON

BURRING LIPOR AFPLICATION (FISSURED ARELS
BLIRRING 'WITH SPFLICATION OF DRLG
BLIRRING 'WITH SPFLICATION OF STUDY DRLG
BLRRING 'WITH SPFLICATION OF STUDY MEDICD
CHEST COMGESTION

oD

COLD SYHPTOMS

COLD SYMPTOMESINUS FAIN

COLDNOSCORT [ POLYPECTOMY])

COLGH

CRYOTHEREFY

DENTAL PIPLANT LOARER, o'

= | =] w] =] =] g =] =] =] == =] e R e ==
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Count item value

The group function for ‘count item value’ counts the number of entries of
a particular item, which has a particular value. This feature is especially
useful for reports counting patients having different categories. It enables
you to select items from ‘Unique Values’ as a column to count the item.

1. Select a panel.

2. Select each item with group function for ‘count item value’. Click
ADD Item and the ‘Unique Values’ window opens.

3. Select the individual value for a column where you want to count item
value and click Select value.

4. Repeat the same steps to continue to add columns to your report with
ADD Item and the Display Values window. These values will be
counted as different categories.

New item with aggregate functions

There is the ability to create a new item in the Summary Listing window
for aggregate functions. See Chapter 12: Advanced Topics - Define New Item.
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Obj ect toolbar

Snapshot output

When the object window opens a toolbar displays in the upper left corner
for you to reference the active patient selection criteria, output filters or
to snapshot the output window (freeze the results image).

|TE]|:|E'[HE1=ZI 1; Detailed Damog Rpi w@n Change o ing

I |
Age |Sex  Race
X2 | Male Wnile
4102 44 |Male  |'While

If you click on Snapshot the green button changes to red to indicate the
window is frozen and the heading changes to Snapshot’ mode. This

results window is now blocked to any updates from the patient selection
criteria.

[mliSnapSat) Detfep 1 Detaibed Demaog Bpt wiort Change af v

®| ¥ pd I
|

krvesligator |Pal Mo. |Age |Sex  Race

mMa 4104 IZ |Male  |Yhile
4102 |44 |Male  |[Yhile

Who icon

When you click the Selection Criteria icon a message window opens to
identify any patient selection criteria active on the output window.

Eiﬁ.l.ﬁn'll PSCH Dewtap 13: Detailed Pyl willl Surts R Resiil
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Click OK to close the window.

el atien Selection Creeme

i } TESEK =2 AND T COMPLETE =1 AND TO.TREATMENT =10

Output objects saved with a required patient selection criteria display
with a red filter.

@I:F:ﬁq'l:i P5C) DefRep 13 Dedadlied Rpt with Sum Ros Resul

i pd
1 I !|

=1 - e (=4 ||
Copy f'-u': ;:C uflE'Er': E gema |Endherna 1Fl|l‘l

2111 1 ] L [Z ] =
Fi ] 0 o ]

Output filter icon
When you click the Output Filter icon a message window opens to iden-
tify any active Output Filters on the output window.

[l et R A Detaiied Ryt with Outpen Filler

056 5111 | -MON-1891 [NER Headachs
9126 | IZ-FEB-1852 |MER Headathe

Click OK to close the window.

e Dt g e Dot aslient] Pepl sty Ot Fifbr =]

2| ¥ pd I

Investigator | Fat Mo, | Onset Date | AE Coded
0%k 5111 |01-HOW-1801 | MER Headache

L) 00001 Averse Events AE Goded =NER Headache

LY
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Multiple population mode

JReview has an optional multiple-population mode available within the
individual browsers output window. When the results are executed and
displayed from the browser output window, three icons are displayed for
“Snapshot”, “Selection Criteria?” and “Output Filter”. The Snapshot
output allows you to freeze the current output window and then change
the patient selection criteria and view the different output within the

browser at the same time.

Note: If the stored object definition has a required patient selection criteria
defined, you will not be allowed to change it.

| Finasl SEakiss Listing _.‘IHIIH
EED Mo ]

D16 [ 4102 |Flacebo  |Mse |44 Mo |res

M8 4103 |Active |Femake 35 Mo | Yeo
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095 4111 |Placebo  |Fermal (33 Mo | Ve
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08 4113 |actee  |Mals |25 Mo |¥es
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The output example shows a stored report object with no patient
selection criteria. A snapshot was taken of the current output.

57 ho  [Wo Lack of Efficacy
&5 Mo |[Wes

il 4191 Placis  |Famals |33 ]Hl:l Ll ]
M8 (4112 |Flacebc |Msix |85 Mo [ves
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Femae

o |4 Flaicsoo

Clicking on Snapshot locks the output window.
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A different patient selection criteria can be applied and with the same
report object re-executed to display the two output results together for
comparison. The selection criteria message box shows the revised

selection criteria definition.
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Multiple output for required selection criteria

When a stored object definition has a required selection criteria, you are
not allowed to modify the selection criteria. The output window displays
a notation in the heading “Req’d PSC” with a double filter icon. You can
open multiple objects with “Req’d PSC” and toggle between the required
selection criteria to update your Data Browser display or other open
objects where a selection criteria definition is not required.
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JReview gives a warning when opening a “Stored/Req’d PSC” subset
object and allows the user to suppress the warning after the first time. A
warning dialog will be presented when trying to update the patient
selection criteria if a Snapshot/Frozen or “Req’d PSC” object is open. The
warning informs the user that any open Snapshot/Frozen or “Req’d
PSC” objects will not respect the new patient selection criteria (and the
patient selection criteria update will proceed for other objects). The user
has the option of suppressing future appearances of the warning.

Frozen oF Req'd PSC Diject x|

Mota: At least onie obgect B Snapchol, has & Reguined PSC oF is Sawed Oukput and sl not rsfledt any niss PSC.
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The last launched object with a required selection criteria is loaded into
the Patient Selection Criteria window and the patients are listed in the
Data Browser window. The Data Browser always reflects the current
patient selection criteria.
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To load the previous object’s selection criteria, click on the double filter

icon “Copy PSC -> PSC Screen”. The selection criteria is copied into the
Patient Selection Criteria window. Click Update Browsers to update the
Data Browser display.
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If you open another stored object which doesn’t include a selection
criteria, the output will display with the previously launched required
selection criteria.

Note: Stored objects with required selection criteria will take precedence over
object definitions without required selection criteria when you toggle back.
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Output filter

Subset data

The reviewing strategy of an Output Filter is to provide a tool that
instantly highlights and subsets a group of patients with a particular
observation (such as Adverse Event: Gastrointestinal) and/or visit
measures (such as Visit Label with a particular data Item value.) The
output filter is designed to focus in on particular observations and visits;
it is not designed to be used for the patient selection criteria.

For example, if you want to see all the patients who had Adverse Events
with an intensity of ‘Serious’, you need to decide whether to define the
data subset at the patient level or observation/visit level. If you define
the data selection with a patient selection criteria and apply it to a detail
data listing, all the patients who have a serious adverse event are selected
and in addition their other adverse events are displayed. This subsetting
option provides for a complete clinical profile of the patient when you
apply a patient selection criteria to the patient population. However, to
view only ‘Serious’ adverse events and not display other adverse events
you would define an Output Filter. So when selecting from multiple
observation/visit data you need to determine which subset function to
apply for viewing at patient level or visit level.

The examples show a glucose data listing with a patient selection criteria
applied for values >= 300”. The glucose selection was defined instead as
an output filter.
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Next the output filter was applied and the previous patient selection
criteria was removed. The exact same patients are selected. However, the
difference is the patient selection criteria displays all the visits for
selected patients, while the output filter selects only those visits with the
elevated values as defined.

You may apply both patient selection criteria and output filters to an
object specification and both would be saved in the object specification.

‘iJ Lah Chesmistry. Glucoss =300

——

Creating report output filter

Click Filter Output before you click Create Report. The Report Output
Filter window opens.
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The output filter looks and operates similar to the patient selection
criteria window. You select the panel item and value or range value to
create a row filtering criteria. The selection of the values or range values
are supported by Display Stats and Display Values.

As in the patient selection criteria, Display Stats instantly provides the
basic descriptive statistics for the highlighted item, function, and value,
and Display Values provides a listing of all values possible for the
selected item, function, and value. Both Display Stats and Display
Values present their respective listings for the whole protocol('s)
population, unless you check Subset by Patient Selection Criteria. With
Subset by Patient Selection Criteria checked, the respective information
in these windows is limited to the patient subset created by the current
patient selection criteria. (See Chapter 2: Selecting Patients: Display Values
and Display Stats)

Comparing items

Click Item Compare if you want to create a criteria expression that is
based on the relationship of two item values. (See Chapter 2: Selecting
Patients: Compare Items)

Adding expressions

Click ADD Expression once a row filtering criteria has been created. The
expression is immediately entered in the Result Filter (Text) and Result
Filter (SQL) columns.

Add as many row filter criteria as needed to limit the rows of
observations and visits included in the report analysis. Each result filter
expression is automatically joined by the AND operator. However, just as
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in the patient selection criteria, the operator OR is also available for non-
dependent filter expressions. AND Select is not an option in the output
filter.

Chutput Filter
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When the output filter is entered, click Save Filter to apply to the next
generated report.
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View output filter

Now you can click Create Report. The report displays only those
observations defined by the filter output criteria(s). The report heading
indicates the output filter status as applied.

] AL Listing for Highly Probable Related to study drog - AN Patients [ Owtpot Filter applied

SN BURNInG Sensation shin | 19900916 | 1959010527 | Highty Proba
ZI05 | SKIM Pruskus 1990 L0 | 151 1006 | Highly Probiable

EU07 | SKINBurning sensation skin | 19911021 | 1551 1030 | Highty Probable
FRET | SKINBUNG sensation shin | |FIE0EES | 19520304 | Highty Probatie
EZ08 | SKINBurning sensation skin | 9920131 | 15620131 | Highty Probable
EZ0A | SKINBUNNG sensation shin | |FIE0RIH. | 1952021 Y | Highty Probatie
BE04 | SKINBurning sensation skin | LG9I0A10 | 151051 | | Highty Probable
BELD | SKINBUrning sensation shin | LGRI0005 | 15791 0505 | Highty Probatée
BELZ | SKINBurning sensation shin | L0I0920 | 191 DRG0 | Highty Probabie
BELZ |SKINBUrning snsation shin | LBI09ES | 1901 0GA | Highty Probake
BELZ | SKINBurning sensation shin | L001L00F | 15791 1008 | Highty Probake
GELE | SN Burning aancation shin | 19901111 [ 19611311 |Highly Prohiabls
GRET | SN Surning sensation skin | 1911114 | 1911314 | Highly Probabls
SR | RN Burning sansation skin | 19910812 | 191051 3 | Highly Prohiabls
S0 | SN Surning sensation skin | 19109 | 1910604 | Highly Probabls
S | SN Surnang sansation skin | 19900911 | 19510012 | Highly Prohabls
18086 | SN Srarning sensation skin | 19910901 | 191508 | Highly Probabls
10 | SN Surning sensation skin | 19901025 | 1951 1025 | Highly Prohabls

EHEEBEERRHEEEEEEE

You can save the report specification for later use and results validation.
All saved reports with an output filter ON are saved with the filter
specification, and the filter will be active when relaunched.

To turn the Filter Output off:

1. Click Filter is ON and the CrossTab Output Filter window opens.
2. Click New.

3. Click Save Filter to save the cleared filter status before closing the
Output Filter window.

4. The Report Browser window updates the button to Filter Output
indicating NO Output Filter is defined.
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Define Runtimefilters

Runtime parameter

Defining runtime parameters is another way to select Output Filters to
subset your patients and data observations. The object specification
(reports, graphs, crosstabs) are first saved with the defined parameters.
When the object specifications is executed the Output Filter View Choices
window with the defined parameters displays for selection to the user.

The same basic steps used to define an output filter are used to select the
panel, item and operator before you click Define Parameter.

Initially when you define the parameters you can specify the parameter
type as free text, between two values, choose from a specified list, or
choose from all possible values (Display Values).

The defaulted parameter text can be edited to an end-user prompt or
guestion.

Also, you can specify with a checkbox if filtering is required for the
parameter. Otherwise, when the object is executed the user can click the
‘Disable Filtering’ checkbox prior to creating the output to not include
filtering on a particular parameter.

This feature provides flexibility for the user to select various
combinations of parameters to generate output containing different
patients or data values.
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Create parameter

The Define Parameter function is accessed within the Filter Output
window in the various browsers (reports, graphs, crosstabs). You may
combine standard output filter definitions along with defining
parameters when you click Save Filter. The operating features of Define
Parameter are similar to selecting a panel and item for an output filter.
You have access to all panels and underlying data items when creating a
parameter.

1. From the browser window, click the Filter Output button to open the
Output Filter window.

2. Select a panel.
3. Select an item.
4. Select the operator.
5. Click Define Parameter.
¢ Oulpul Filter
Parwls L
AL e
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The ‘Runtime Filter Definition’ window opens. You may replace the
default text in the End User Prompt for field value(s) by typing over the
description.

6. Select one of the Parameter Value Choices.

When selecting which parameter value choice to apply to your data you
must consider the data type. For example, whether the data is date,
numeric, free text or references a data dictionary file.

The free value entry can be used for free text data such as Adverse Event
Text or Concomitant Medication Text.

The option to select a value between two value entries can be applied for
date ranges or numeric laboratory and vital signs data.

Coded data referencing a data dictionary file is best defined by allowing
the user to select from any values (Display Values) as the entry required
is the coded value.

Large tables can be accessed for selecting values from an SQL statement.

¢ Runtima Filter Definitinn

il Liser Proog Tor feid vabueis]
Edvar e Evanls nvesigator spanms

P et b O
{73 Fras yslus sniry
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{23 o wser o sebect from any values (Display Yalues)
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7. Check if filtering is required for item? (optional)
8. Click ADD expression.
9. Repeat the steps to add another parameter.

« Huntime Filter Dafimition

Exvl Ly Proemet for fiekd vl
Ender Onzel Code vabaes BETAEER cparme

slor Yl Choloss
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[]i= tiering required for tes?

| ADD scpression |
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If you select the parameter option for ‘Select any values (from a SQL
statement)’, enter the SQL statement.

Click the Check SQL button which goes to the database and checks the
SQL syntax then returns an Oracle error if present. Click OK to close the
message window.

< Faimfime Filber Definilion

Ervd Lizar Promgal for field valuscs]
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10.Change the Boolean Operators in the Output Filter window if needed
then click Save Filter.

Uutpul Fitber
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Enter runtime parameter

When the user executes a report, graph or crosstab object with runtime
parameter prompts define, first they see the Output Filter Parameters
window prompting for all parameters.

Use the scroll bar to the right to view multiple parameters within the
window.

The user may select multiple parameters with the CTRL or SHIFT key in
the Display Values option.

The ‘Disable Filter’ checkbox allows the user the flexibility to ‘turn off’
filtering for a particular item. If the ‘Disable Filter’ checkbox is grayed
out then you cannot disable the runtime filter parameter as it was
defined as required by the author in the output specification.

Click the ‘Enable/Disable’ button to enable or disable all the filters.

Note: If the Parameter description appears truncated you can stretch the column
width by dragging the header border.

Dulput FAter Paramelers
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After making parameter selections, click Create Output to generate the
results.

Eﬂ.t Lt willh runtime paramelers

25-0CT-1981
2E [ 11-HCS 193 | HER Headache | kikd
05-SEP-1991 | NER  Hemdncka | Wi
21 15-ZEF-15991 | HER ‘Headacohe | Wik Mol Redaled
o0 [ 20.0CT%00 | MER  Hesdache | ki

EEEE
:

If the parameter defines a date the scroll bar next to the date field may be
used to select the month, day, and year or display a calendar for
selection. Use the month and year scrolls selecting the day, click OK
closes the calendar window. The selected date is displayed date field.

Ot Filter Panmetor Calondar Pepup
30
|-
Bpkyerze Eyemslnve shiomtor aoayres
AhD Seacq AF Coded “pleee
AND Seect Onsat Dyl EETWEEY<parss &
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Reset filter parameters

After you have created your output to view the results, you have the
option to change the parameter filters from a particular result view. Click
the Output Filter icon in the output window to open the Output Filter
window.

5 P Tode - it D

| SN Busming serafion Siin | 08-N0V-1291 |

[E198 | S=INEuming sersabion sk | 11-How-1331 | 11-H0w-1331
(B0 | Sl Burring mersaion £k | 18 NOA.1BEE [ 188001 B

| ? Mudversm Evaide BE Coided = Claplay Wahes vabosla) 7240
BN Adverse Events, Onset Dshe = ol Bobveen vabes (From, o] 00 -Noss 1981, 31 -DEC: 1561

| Charee Cuitpirt Flber Parameters | | 0 |

The Output Filter window opens to display the selected parameter
details with the option to Change Output Filter Parameters.

1. Click Change Output Filter Parameters to return to the Output Filters
Parameters window.

2. Enter different parameter values.

3. Click Create Output and the current output window is refreshed with
the new output filter parameters.

4. If you simply want to view the Output Filter details, click OK and
close the window.
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Patient Vist Data Report

Select panel visit data report

The patient visit data report supports joining multiple visit data into a
single report without the usual problems encountered with multiple
joins. You can select data from different panels containing multiple visit
data and the records are linked by the Visit Date.

If a record contains several date fields you have the option to select
which date for reference in your report specification. Initially when you
select this report type the PatientID and Visit Date are hard coded into

the report and are required.
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Define patient visit data report

You define the contents of a patient visit data report using the same
method that you used to build the detail data listing:

1. Select a panel.
2. Select each item of interest.

3. For each item, select an appropriate function or use the default
function type for the type of item selected.
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Report options

After adding all your items to the report template you can apply

additional report options, patient information, formats and date merge
settings.

4. Click Options and Patient Info. The Report Options and Patient
Information window opens.
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5. Report Options supports multiple observations with the default set to
ON for ‘Display All Data Observations for each day?’. For example,
if there are multiple Adverse Events with the same Onset Date, they’ll
be listed on separate report rows as floating for that patient. The first
Adverse Event row listed displays the Onset Date details, the next
Adverse Event displays on the next row with the date field blank
implying that it’s from the same Onset Date.

If you uncheck ‘Display All Data Observations for each day?’ it only
displays one value on the specified date, typically the last one for that
date based upon the time/observation item setting.

Rapork Oipkions
|+| Display Al Dats Observations for each day?

6. Optionally, click Column Head Font and Data Font to change fonts
for Column Headers and Report Data. (Future enhancement)
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Add Patient Info Items

You can add patient information items to display as a column under the
PatientID. For example, demographic or medical history information.

7. Select the panel and item.

8. Click Add Item and Remove Item to add or remove items from the
Patient Info Items list.
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9. Optionally, click PatID Font and Info Item Font to apply fonts for
PatID and Info Items. (Future enhancement)

10. Click OK.
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Define Date Merge Settings

When you add items to your report specification the Visit Date is
defaulted for all selected panels. If a panel contains multiple date fields
you have the option to specify a more appropriate date. For example, if
Onset Date is preferred in the Adverse Events panel instead of the
default Visit Date. A message displays requiring you to select a specific
date item if you included panels containing multiple dates.

11.Click Date Merge Settings. The Verify Date/Visit Merge Items

window opens.

¢ ¥arify Mate/Visit Marpe lams
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table/View.
13.Click OK.

(o] (cance

12.Select the preferred Date Item and Obs/Time Item for each

14. Enter a report Heading.

15.Click Create Report.
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Create Patient Visit Data Report

Observe the Adverse Events where the Onset Date is different from the

Visit Date and displays on a new row. This distinguishes the Adverse
Event data from the scheduled visit data for the Hematology results.

If a time/observation item were applicable it only orders items within it’s

own panel or table, so joined panels are independent of each other

regarding sort.

] Hematolopy B AFs Patient Visil Data Report - Subset of patients

[®] ¥ b

201008220 | 10-07-1991 {47 (4.7 [12.3 30,2 |05-00T-1991 | Sistiuming s=nsation shn | Possble

0F-0CT-1991 | SN Frorkus Fossble

11-0%-1931 (4.2 (4.6 |L31 |39.5

Z010031 01 | 08-16-1921 | B3 |52 | LD.B 914
09--1931 H-5F-1951 | D0 Ducdensl ukoer Hck R elsbead

Z01I031 82 | 10-25-1991 | 6.5 E.E L5.& | 97.56
11-08-1931 | DE-KCH-1991 | SKIN-Bumineg sensstion shin | Posshls
11-22-1931 |68 |54 |L6.B 50,4

010003205 | 09-09-19391 | 7.1 |47 |13.7|491.7
O09-16-1931 1E-5EP-1951 | SKINCEuming sensation skin | Highty Frobatde
10-08-1931 | 7.9 |4.B |14.5|93.2

Z010C03206 |09-10-1931 [5.4 |51 |15.3[45.8
10-08-1931 03-00CT-1991 | 4G : Yomding ok R kabest

D3-0CT-1991 | DG :Desrhea Hec: B elabed

10-09-193L |53 (5.1 |15 | 44.7

Z010SE5102 | O7-09-193L | 6.9 (4.5 |L3.B |42
O07-23-193l 2FML-193L |G AUrinary brect inbection | Kot Rskabed
08-D&-193L | L0.7 (4.4 |L3.6 |40

ZO10EE5106G | 09-23-193L | 7.8 (4.2 |L2.7|38.6
10=1 11931 11-00CT-1991 | BO0Y Back pain Rk [ ikyhid
10-14-199L |69 (4.5 |13.6|40.9

ZOICEES1EL | 1009150 [7.4 |50 |15 |45
11-01-1991 03 K0 =151 |F£H il his Nk B kb
11021991 0Z<MCH =191 |RES Colgh ncrisirkid Rk B kb
1-06-1991 7.1 |5 | 146439

Patient Visit Data Report

263



Lookup on existing date

A ‘Lookup’ question within the DateMerge dialog allows you to control
which data contributes dates or to only lookup on existing dates. In the
following patient visit data report example, data was specified for
Conmeds and Adverse Events.
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The first listing shows the DateMerge lookup questions with the default
settings for ‘NO’.
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A patient selection criteria was applied to select only the patients for

Investigator 063. The listing shows all records are displayed if present for
Conmeds and Adverse Events.
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The next report output shows the Conmed lookup on existing date
question is checked ON. Now the listing displays only those Conmed
records with the same date as the Adverse Event records. Conmed
records with a different date than the Adverse Event records are dropped
from the report.
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Apply output filter

After you define the specifications of your patient visit data report, you
can use the Filter Output to filter data for inclusion comparing filtered
and unfiltered results.

1. Click the Filter Output button in the Report Browser window. The
Output Filter window opens.

2. The All Included Panels option allows you to define an output filter
based on those items present in all the included panels. This option
will apply the output filter across all panels included in the patient
visit data report.

3. The Individual Panels option allows you to define an output filter
based on specific panels and items. This option will apply the output
filter across to specific panels.
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4. The output filter looks and operates similar to the patient selection
criteria window. Select the panel item and value or range value to
create a row filtering criteria. The selection of the values or range
values are supported by Display Stats and Display Values.
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5. Click Save Filter.

The Filter Output button in the Report Browser window toggles to Filter
is ON. The output filter is applied to the report output when you click
Create Report.
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Add vertical lab

For a vertical lab panel it is necessary to select the ‘Lab Value’ and pivot
the individual selected lab data items. Select a vertical lab panel and
access a ‘Lab Value’ item (data items representing the lab result) then
click the ‘Add Vertical’ button which functions to pivot the item. A list
displays for all the lab variable names where you select the lab items to
add to your report template. The lab item displays a column for the
selected lab test to the report while the data is being pulled dynamically
from the vertical lab table. Repeat each step to add more lab data items to
the report display.

1. Select a vertical lab panel.
2. Select the ‘Lab Value’ and click ADD Vertical.
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The Vertical Item Information window opens. The instructions
explain how to select the data item which represents the individual lab
tests.

3. Select the Pivot Item Value,i.e., the item which contains the test name
or description.

4. Click Retrieve Values.
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5. Select the Pivot Item Value and click ADD ltem.
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e

LR

| acc e | | cancat |

6. Repeat the steps to add additional lab parameters to the report.
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7. Add report options for patient information and apply formats
(optional).

8. Enter Date Merge Settings (required).
9. Enter a report Heading.
10.Click Create Report.
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Formatted reports

Select formatted listing type

When you select the report type for Formatted Detail Data Listing or
Formatted Summary Listing the associated function buttons are
displayed. Overall report default settings are:

= Fontis Arial.
= Page Setup for landscape with one inch margins.
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Apply Page Header and Footer

To enter descriptive information to the Header and Footer area:

1. Click on the Page Header/Footer button to open Report Page Headers
and Footers window. The default settings for headers are:

a. Default title is the report type displayed in the center cell as
Formatted Detail Data Listing or Formatted Summary Listing.

b. Date and Time on the right.
c. Fontis BOLD 10.
d. Page Report By Item.
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2. Click a particular column/row cell within the template for your item
or text entry location. Each cell can contain up to two items.

3. Use the Edit Modes to Replace or Append changes.

4. Use the various item button selections to add Header information and
the Add Text button to enter free text descriptions. You may click on a
cell and use the scissors icon to delete the contents.

5. Select an item to generate a page break in your report for a specified
item with Page Report By Item.
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Note:It is not required to have an item be defined as a page by item, and more
than one item can be defined.

6. Click the Font button to change font, style and size.

7. Optionally, Add Logo to either Header or Footer definition. The
display contents of ‘logo.qgif’ file is located in the JR Server directory.

8. Click Display Footers. Follow the same steps to enter and make
changes to the footer. The default settings for footers are:

a. Patient Selection Criteria and Output Filter on the Left.
b. Page number on the right.

c. Underline above the footer.

d. Fontis BOLD 10.
9. Turn the Footer Underline ON or OFF.
10.Click OK to save Header and Footer.
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Enter a Group Header

1. Click on the Group Header button to open the Report Group Header
window.
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2. Enter panel and item selection to the Group Header with the Edit
Mode buttons to Replace or Append changes.

Only one item can defined as the Group Break item.

There is a maximum of 4 group headers consisting of 3 rows each.
3. Click the Font button to change font, style and size.

The default setting for font is BOLD 10.
4. Use the Add Item and Text button to enter items.

If you do not enter a free text description, the item will be added alone
without text or description.

Text cannot be added alone without an item.
5. Click on a row and use the scissors icon to delete the contents.
6. Click OK, to save Group Header.
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Format Column Headings

To open the Report Column Headings Formatting window click on the
Format Column Headings button. The default settings for all column
headings are:

= Fontis BOLD 8.
= Alignment - Center.
= Borders set to Underline and Underline Group Heading is ON.
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To apply Overall Column Header Formats:

1. Click the Font button to change font, style and size.
2. Change the borders.

3. Apply a Specific Column Header Format by clicking the drop down
list for alignment. Change from default center to auto, left, or right.

Edit the column headings for Col. Head 1 and Col. Head 2 from the
Report Browser window. See edit column heading.

To apply Column Group Headings:

4. Highlight the items you want included in the group.
5. Enter a Column Group Heading.

6. Click Add Group Heading.
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7. Use Remove Group Heading to make changes. If a Column Group
Heading is removed the items are added back to the list columns in
the original order.

8. Click box to Underline the Group Heading.
9. Click OK, to save Format Column Headings.
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Format Columns

1. To open the Report Column Formatting window, click on the Format
Column button.

The default setting alignment is automatic based on the data type.
Break definition is set to none and font is regular 8.

2. Click Overall Column Formats to apply overall formats to font, style
and size. The overall Alignment is Auto.

Or, you can apply individual Specific Column Formats.

3. Click the Alignment drop down list to align the item display for auto,
left, center, or right.

4. Click the Break Definition drop down list for None, Skip line,
Underline, Page.
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5. Click the Numeric Format drop down list for any numeric item
included as a column in the report.

The best way to use the Percent Numeric format option is to apply it to
a calculated field that is a percentage which has not been multiplied
by 100. For example, if the calculated field is 0.67 percent and you
apply the% format to display as 67%.

The Boolean numeric format would be used on a calculated field
where ‘O=False’ and all other numeric values will display as ‘True’.
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The numeric formatting is also available for Change from Baseline
and %Change from Baseline items.
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6. Click the Mean Numeric Format drop down list for any row result
defined as Mean, Mean at Change or Mean at Change and Mean.
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7. Click OK, to save Report Column Formatting.
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Sort Order

B Sort Order

The default order of data items:

Headers

Footers

Group Headers

First 4 columns added to the report.
Items are defaulted in ascending order.

ok~ wn

Note: It is advised to define all areas of the report prior to defining the sort.
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All items added to the report in the header, footer, group header or as
columns will display as Available Defined Items.

The sort order can be changed by clicking on the item and using the
arrow buttons.

Any item in the sort order can be identified as ascending or
descending by clicking the item and the Sort Options.

An item can be removed or added to the sort order with the Add Item
and Remove Item buttons.

An Item not displayed in the report can be added for sorting purposes
only by selecting the item from the Panels column.
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Preview/Page Setup

1. Click Preview/Page Setup to view the Design window or to Preview
the report. Both the Design and Preview functions allow you to view
the first 200 records only from the database to determine column
widths and page setup for orientation and margins. This function is
specific to formatted reports only.

The Preview/Page Setup opens in Display Mode for ‘Design’.
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Note: See Print Preview function from the File menu for non-formatted reports.
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The default display is landscape and the settings are maximum column
width of one inch. The width is set to fit all columns on a page depending
upon the number of columns in the report.

2. The following options are available in Design mode:
= Click the Reset Columns Widths to view all columns to fit on the page.

= Click the Autosize Columns to expand each column to it’s maximum
width.

= Click Page Setup window to enter paper size, changing the page
orientation for portrait versus landscape and setting the margins in
inches for top, bottom, right and left.

Sizing of the individual columns on the grid in design mode will change
the column widths. Itis advised to set page setup before the setting of the
column widths since changing the page orientation, left margin size or
right margin size will set the column widths back to their default
settings. Use Preview for sizing the columns as well.
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3. Select Display Mode for ‘Preview’.
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The page you are currently viewing and the total number of pages for the
first 200 records in the report are displayed with arrows to move through
the listing. Use the magnify button to enlarge the report preview display.
You may use the Printer icon to print a sample of the first 200 records of
the report from the Preview window.

A ‘Watermark’ text capability is available based on ReviewAdmin
StatusCode for Watermark/Text field contents for object’s status.

Note: You must use the Create Report to print the entire records contained in
your report. The Preview function is used to determine report layout dimensions
and specifications only.
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Create formatted report

You must create the report to view and print the entire records contained
in the report.

1. Click OK in the Preview window and return to the Report Browser
window.

2. Click Create Report.

3. Use the tool bar buttons to scroll through the pages or change the
image scale with the plus and minus signs.
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Conditional Data Highlighting

Define data highlighting

The Data Highlighting feature allows you to create conditional
highlighting in reports similar to entering the warning and panic row
values. In addition, it allows the data highlight definition to select two
items for comparison to each other. This is useful when designing reports
to reference normal ranges included in tables such as laboratory data.
The data highlights can be applied to both regular reports (Detail Data
Listing and Summary Listing) and formatted reports. The following
example is a detail data listing for the vertical lab data table (Labs panel)
with lab reference ranges included to compare to the actual lab values.
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1. After adding items to the report specification, click the Data
Highlighting button to open the Data Highlighting window which
looks and operates similar to the output filter window.

I nata Highlighting

Dt Highlight Shyls

() Highight Line: (7 Highlght Cell

b Funchons Cperabor Compars Caeshores
BNESTIGATOR - INVESTIGATOR
FATHD erid[soink resy evert e FATND

YISIT wZ i WISIT

LA AR idgecinit rew event - e

= LA AL
HORM_HIGH NORM_HIGH
HORM LT NOEM_L O

2. Select an item from the ‘Columns’ list and an operator.

If the item type is numeric, the operator display options are: =, <>, >,
<, >=, <= for code and decode values.

3. Select another item in the ‘Compare Columns’ list and click the ADD
expression button, or enter a value in the ‘Value’ box and click the
ADD expression button. If you use the Display Values list only single
selections are allowed.

4. Click on the Severity cell to display a drop down list of numeric values
1 to 10 with lower values to represent less severe.

The Severity value is required and a message displays if left blank.

5. Click on a color cell for a particular row variable to display a color
table for selection.

6. Select to ‘Highlight Line’ or ‘Highlight Cell’. The default is ‘Highlight
Line’.
If Highlight Line is selected, the entire row is highlighted in the report
if the data meets the highlighting criteria. The last highlighted item in

the row determines the line (row) color displayed. Or select Highlight
Cell to highlight only the particular item in the row.
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7. Click the Save button and close the Data Highlighting window.

The Data Highlighting button on the Report Browser changes status to
show ‘Data Highlighting ON’.

Dista Hichlighting O |
8. Click the Create Report button in the Report Browser.
This report displays with the option set to Highlight Line.

B Dotail Data Listing

ur L b

3 e 41 1 15-JUL-1991 3

[ ] 41 T Ts-JUIL-14951 ALK L EA L LT 1%
5 4101 1 15-JUL-1330 BT M ¥ 1
K 410 1 16-JUL-1991  BUN 1316 10 1@
T 41m 1 15JUL1951  CHD 141.1 157 .1 I
] 41 1 15-MIL-1350 co2 FER &4 Ery
| 4101 1 15-JIL-1991  GTP Zi| 3 G2
m 1m 1 16-JUL-1951 LDH 107.1 1159 194
11 a1m 1 15JUL1495  Po4 264 3 4
12 41m 1 15-JUL-1391  £TF 587 5 B
13 410 1 15-JUL-1991 5GP 225 1] 57
4 am 1 15JUL-1951 560 Fall | 16 EFy
15 41 T 151991 NAB 1324 128 161
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This is the same report displayed with the option set to Highlight Cell.

E? Detail Data Listing

A B C D E F G H
|
INVESTIGATOR PATNO VISIT VISIT_DATE LABVAR LABVAL NORM_LOW NORM_HIGH
018 4101 1 15JUL-1991 ALB 3.83 3 5

4101 1 15JUL-1991 ALK 97.75 67 135
4101 115JUL-1991 BT .34 3 1
4101 1 15JUL-1991  BUMN 136 10 18
4101 1 15JUL-1991  CHO 1411 157 259
4101 115JUL-1991  CO2 238 24 32
9 4101 115JUL-1991 GTP 23.8 3 62
10 4101 115JUL-1991 LDH 107.1 119 194
11 4101 115JUL-1991 P04 2.64 3 4
12 4101 115JUL-1991  ZTP 5.87 6 8
13 4101 115JUL-1991 SGP 21.25 8 57
14 4101 115JUL-1991  SGOD 20.4 16 37
15 4101 1 15JUL-1991  NAB 122.4 128 161

Note: Data Highlighting is not applicable in the Patient Data Visit Report.
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The following example is a formatted detail data listing of Adverse
Events highlighting character data from a decode file.

Iﬂlh poil B
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Sevanpt

e w
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-
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Data highlighting was applied to character decode values for ‘Intensity’
and ‘Related to Inv Med?'. Severity levels and color were entered and
data highlighting set to ‘Highlight Cell’.

B nata Highliphting

™ Highlighi Lire e i-l____ ________
Colsmns

Inyechigaim |rvemstgabon
Fat Ho Pat Mo
Oinaist Dushe Ozt [gte
AE Coded &E Coaded

Iy
Hammlu brew Wl Falabad b |y Mad

Save || ADD expemssion I Diplay Vahaes

Column D ey bimy Walpe/Compares Sewvarily Calor -
1  Intcmsity - M oderaste 2
7 Intemsity - Severs k] _
3 Related to oy Hed? - Proballe F
4 Relsted 1o lny Med? = Highly Probabie 2 [

Selecting multiple items from the Unique Values list is not allowed. Each
item must be an individual selection to assign a Severity and Color.

Integrated Heview

'l"_-., Muitichs walue ssbsbions nol sugpanted,

=1
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Individual data items are highlighted for ‘Intensity’ and ‘Related to Inv
Med?’ based on the saved data highlighting criteria.

B Fonmatied Detall Data Listing
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Highlighting patients

Single patient mode

If you have created multiple patient-level displays of your data from all
of the applicable browsers, you can click on any row in one of the report
windows to highlight a patient of interest in a Detail Data Listing Report.

Click on one patient row instantly highlights the corresponding patient

and data in any other active patient-level reports, patient listings, and

Scatter Plot graphs. In an active scatter graph, the selected patient’s data
point is highlighted.
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Multi-Line Chart not yet supported by JReview. In an active Multi-Line
Chart Item Value vs. Category by Case graph, a highlighted line within
the graph will update all patient-level displays of data to highlight the
patient underlying the case data.
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Multiple-patient mode

When multiple patients are highlighted and selected from any patient-
level display of data, the Detail Data Listing Reports are updated to
display only the patients that are highlighted and selected. (See Chapter 6:
Graph Browser - Multiple Patient Mode.)
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The CrossTab Browser results are categorical patient counts. A selected
and highlighted count within a CrossTab or Shift Results Table activates
all patient level displays to be in the multiple patient mode.

When a patient count is highlighted in the CrossTab results window, all
Detail Data Listing Reports are instantly updated to display only the
patients underlying the patient count highlighted from the CrossTab
Browser results table.
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Printing and Exporting Results

Printing the result

The Print function is applicable to all browsers with output results. To get
a printed copy of your output:

1. Click on the generated output window to make it the active window.
2. Click |&5] | or from the JReview File menu, select Print.

JReview displays a screen shot of the selected active screen. You can use
the buttons to scroll through the pages of the output.

1 B x

First|| Previous | hesd | Last | Pape Selup | PriniPage | Printadl | Close Conmverd 1o pure black & wibe?

rem Donag Bsting (Sudy KA Jan &6, 2000

Investigaior | Fal. Mo, | Sex Face Age | Compleled Evalualion™

18 4103 Famaka Black 35 |Yes
4104 Wa e Black 11 | Yes
. 2107 |Famada While |74 | Yes s _n|:“
Page 1 of 15,

3. Click either PrintPage, PrintAll or Close. The PrintPage option will
print only the first page of your output. The PrintAll option will print
the entire output. The report prints on the currently selected printer.

Note: Use the Convert to pure black & white? option is only applicable to
graphs where multiple colors are displayed. If your printer is non-color click this
feature for better black and white print resolution of graphs.

Caution: Do not select the Internet Browser’s FILE menu Print
option. This will cause a system error.
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Exporting the result

You can use the Export function to export your results. When you select
this option an export window opens to select a file type and directory.
The file options are dependent upon the result type and display the
appropriate export file options available. For example, tabular data has
export options for HTML, EXCEL, TXT, PDFs for formatted objects and
GIF for graph images.

Note: Only Formatted Report types can be exported to PDF files. Non-
formatted reports can only be exported to HTML, Excel and TXT.

1. To select an object to export, it must be the active window. Select the
File menu and click Export.

JReview displays the Save As window.

2]
Swenin | = Local Dk 1T x| = B & O
| ] Acrobat Beader I TR 1 IR Training
“letvb IR RO L RusrDoe 7.0
|1 dermcedats IReveeal 1 [Fikerlnocd,
|| Documents and Settings | TRMigrate ] owacke
I " Jirpuble Cmeaane
] [P ClIRSarar Program Fies
| | |
o | I
Siarvw it bppsst | Evocest Fies [ Cancal |
Esocanl Fibaci [* 5 A

HTML Filsg |* him|
Tsbbed Ted [* k4

2. Enter the storage location.

3. Enter the File name.
4. Select the file type.
5. Click Save. The result is exported to the selected directory.

To copy and paste results See Chapter 1: Getting Started for General
Instructions.
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Object Sorage

For detailed instructions on how to save, retrieve, schedule output and
remove object specifications (reports, graphs, crosstabs, etc.), See Chapter
11: Saving Objects, plus Alerts Browser.

Exploring data

Changing the patient selection criteria

After you have executed a stored object, you can use the object(s) that are
currently displayed as data exploration views by doing the following:

1. Change the patient selection criteria, redefining it by adding
additional expressions, or removing existing expressions.

2. Click Update Browsers in the Patient Selection Criteria window to
update all active browsers according to the new criteria.

All browser objects that are displayed will be updated according to
your new criteria. Each object generated with a filter on will update
with the same filter criteria with which it was created.

Note: Restrictions apply if the stored object definition has a required patient
selection criteria applied.

Patient |dentification

Multiple patients can be selected from all patient-level displays of data
results. Selecting more than one patient activates JReview's multiple-
patient mode, which updates patient-level displays of data to highlight
only the selected patient data. This facilitates patient identification and
subsetting, for exploration of the selected patient data with the reviewing
facilities of the Data Browser and all of JReview's browser tools.
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Graph Browser
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Quick execute 305
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Data point select 313
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Patient selection criteria

Selection set

In JReview, you can explore selected data items of the selected patients
graphically by using the Graph Browser. After launching the saved
patient subset or building your own patient selection criteria, you can
explore a variety of stored graphs. Previously stored graph objects may
be created in the Graph Browser from IReview or JReview.

Execute a graph

Quick execute

Both IReview and JReview displays a list of categorical folders for stored
patient subsets and output specifications at the selected storage location.
Simply select one of the user access storage locations to display it’s
specific folders and contents. Icons identify the source as report, graph,
crosstab, etc. and a filter icon displays when a patient selection criteria is
saved with the stored object. (See Chapter 5: Report Browser for Execute a
Report. The same instructions apply for the Graph Browser.)
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Graph typesand features

Graph features
Graphs are pictorial representations of the relationships between two (or
more) variables, and are an important part of descriptive statistics. They
can be used any time one wants to visually summarize the relationships
between variables, especially if the data set is large or unmanageable.
Graphs are routinely used with reports to underscore a particular state-
ment about a data set and to enhance readability.

Graph Browser window

To open the Graph Browser window you can either select Graphs from
the Browse menu, or click the Graph icon in the tool bar.
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Detail data graph

Detail Data Graphs display individual patient data points for each
patient observation. In JReview you can create the following Detail Data

Graphs:

Graph Style

Soater (Remi v Refmy) Phot

Soater (Bemi v Bamy) Plok
oatieridemy vs Bamy) Pot win Regressionline
0 Sicabe (WY T)

Bz eire wo Endpoinl Zcafiar Fiot

Rassires v& M Viabs Scatter Plal

Blasine o5 Max Value Scaller Piol

L= Chart Berealue o Celegory by Case
Lires Char] Bar'Vaiss o5 Celegory By Bre'ar

Summary data graph

Summary Data Graphs display summary information such as summary
category, counts, means, and so on. In JReview you can create the
following Summary Graphs:

Graph Shyle
20 BarChaet, Fraquency Distritad, .,

20 BarChart Frisquasng y Dsbribadion
30 EuarChiart Froscuasnecy Ditbastion
[ BaarChart ThemiSummany v§ Cabagory
30 BasrChart TiemSummary v8 Category
PanetoChart Fraguancy Ditsbidion
Piar (Tt I Surmnimary w3 Cabagory
e harl lemSummary v Calegory
s + il Dey w2 Cabagory

Note: IReview supports some additional graph types.

The 3-D bar charts do NOT support the showing/hiding series for BY
variable values. Therefore, the series filters panels are not shown for 3D
bar charts. Also, Pie charts will not show a filter panel either.
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Bar styles
The following Bar Styles are available for 2D BarCharts only:

= Clustered bar (Vertical)

« Clustered bar (Horizontal)
= Stacked bar (Vertical)

= Stacked bar (Horizontal)

Group functions
All general purpose graph types (2D Scatter and BarChart) allow all nor-
mal data function selections displayed in the Functions listbox. In addi-
tion, the following summary graphs support Group Functions
dependent upon the item selected:

= 2D BarChart Item Summary vs. Category
= 3D BarChart Item Summary vs. Category
= Pie Chart Item Summary vs. Category

= Line Chart Item Summary vs. Category

Group Funchor:

L0l
ool gulgéaci
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Graph display reaults

2D Graph Toolbar

When you click Create Graph the graph toolbar is displayed at the top of
the results output window. The first and second buttons are the
‘Snapshot’ and ‘Who?’ buttons and are available for all output browsers.

If you generate a graph without the multi-page option enabled the
toolbar displays the buttons for ‘Snapshot’, ‘Who?’ and ‘Output Filter’.

The toolbar displayed in your graph results window is dependent upon
the graph you specified. Select 2D graphs have optional multi-page
graph display buttons enabled, when the Page By item variable is
defined in the graph specification.

¥Yod = B2

The next button applies to the multi-page graphing capability for select
2D graphs where multiple graphs can display on the same window. The
Page By item variable is optional when you define the graph
specification. Simply click a multi-page graph button to view several
graphs displayed on the same window.

Initially the graph opens and displays in single mode. If a Page By item
variable was defined, you can move within single mode between the
individual pages with the up/down arrow keys.

The “Question Mark” displays a graph manipulation key.
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If you use the graph manipulations keys to zoom or pan the display, you
can reset the graph to the original display image by clicking “Reset”,
located in the graph footer.

In this example, the Page By item variable for “Completed”, is displayed
at the top of each graph. The page number is displayed at the bottom.

Use the top left black arrows to minimize, or display the legend Series.
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Display BY variable

You may select which BY variable to display in the graph. Initally the
graph opens with all color coded BY variables displayed as checked ON.
Click on a check box to turn off a BY variable from displaying in the
graph.

In this example, we turned off the patients who completed the study
from displaying in the barchart (un-checked “Yes”).
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Graph display keys

Graph manipulation keys

Click on “Properties” located in the graph footer, to display the Chart
Properties window.

Chart Properties El
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The message window displays outlining directions for the various graph
manipulation keys.
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L= ]

Data point select

You can identify patients by selecting data points on a scatter plot with
the Data Browser window open.

1. Single point select, click on the left mouse for a single point.

2. Multiple point select, click on the left mouse and drag to select a
bounding rectangle.

3. Hold down the CTRL key, and left mouse click on random points.
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The Data Browser updates to display the selected cases.
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Multiple graphs

You can have multiple graphs active at the same time by executing multi-
ple graph objects.
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Defining a graph specification

Creating a graph specification

Specify the contents of a graph by applying the same method that you
used to build the patient selection criteria.

1. Select a Graph Type.

2. Select a Graph Style.

3. Select a panel and item with the appropriate function for the item.
4

. Depending on the graph type and style selected, click the appropriate
graph axis button to add the item to the graph specification.

For example, click to add the selected item to the Y-axis on the right
side of the Graph Browser window.

5. Enter a Add BY variable to group the data (optional).
6. Enter a Page BY variable (optional).
7. Enter a Graph Heading or default the selected graph style.

The graph heading displays either ‘All Patients’ or ‘Subset’ if a patient
selection criteria was entered. If you modify the graph heading the
patient population status of either ‘All Patients’ or ‘Subset’ still
displays.

8. Click Create Graph.

Change graph specifications
1. To change the graph specifications you defined:
a. Click on the Y-axis or X-axis to be deleted.
b. Click or from the Edit menu select Cut.
c. Ifyou want to clear the graph specifications entirely, click .
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Page BY variable

When you apply a Page variable item such as investigator which may be
common to most of your panels, select the investigator data item from
the same panel as your Axis items. In this example, the lab items and
investigator were selected from the Lab Hematology panel.

This will avoid creating complex outer joins or possible discrepancies
where the Page variable item may be missing in a particular panel.

Note: Select 2D graphs in Detail Data Graphs for Scatter Plots and
Summary Graphs for 2D Barcharts support the Add Page variable.
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The Page By item variable selected in this example for Investigator is
displayed in the header and the page number in the footer.
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Xand Y scaling

The X-axis and Y-axis scaling on the graph browser screen only appears
when line charts or 2D bars are the selected graph styles.

They are inactive and initially set to Auto until a page variable is
selected. Then you may pick either Auto (0), Fixed (1), or Variable (2).
When you save any graph, an X and Y scaling value will be saved. These
values will be 0 unless you changed them on the screen. For old saved
graphs, if no X and Y values exist, it will read as 0.

Note: You must use Add Page for the scaling features to be activated.
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Detail Data Graph Styles

Scatter (Item X vs. ItemY) Plot

In a Scatter (Item X vs. Item Y) Plot graph, each data point corresponds to

each patient's observation for item X and item Y.

Use the BY variable to subset graphic displays.

Optionally, change the default graph style for the graph header.
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This scatter plot example displays numeric data. There is no restriction
on the data type used.
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Character data is also supported. This example of the same graph type
Scatter (Item X vs. Item Y) Plot with character data shows concomitant
medications for individual patients.

For this example, the data was subset for manageable size in viewing
(approximately 20 values maximum on either the X-axis or Y-axis).

Note: You may need to limit the number of patients displayed.
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The Scatter (Item X vs. Item Y) Plot can also be plotted as two variables
on the Y-axis (dual Y-axis mode).
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Scatter Plot with Regression Line

In a Scatter (Item X vs. Item Y) Plot with Regression Line (least mean
square algorithm), each data point corresponds to each patient's
observation for item X and item Y. There is no restriction on the data type
used.

Testing of Regression formula of Y on X: (y=a+ b * x)

The Scatter Plot with Regression Line can also be plotted as two variables
on the Y axis (dual Y axis mode).
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3-D Scatter Plot

The 3D Scatter (Item X vs. Item Y vs. Item Z) Plot displays three-

dimensional data. Each patient’s data points for X and Y coordinates are
plotted against the Z elevation value.

Use the BY variable to subset graphic displays.
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4l 10 Scatter (XY7) - All Patients
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Baseline vs. Endpoint Scatter Plot

In a Baseline vs. Endpoint scatter plot each data point represents a
patient's baseline (X-axis) and endpoint (Y-axis) for the item.

Use the BY variable to subset graphic displays.
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Review also provides graphing formats for Baseline vs. Min Value Scatter
Plot, as well as Baseline vs. Max Value Scatter Plot of selected items.
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In a MultiLine Chart Item Value vs. Category by Case graph, each patient

MultiLine Chart Item Value vs. Category by Case

is represented by a line.

PID is defaulted for the patient identification. The Page variable is not

allowed.

Click on a line and the underlying patient will be highlighted in all
patient-level displays of data.

Hint: You may need to limit the number of patients displayed.
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In this example, a Patient selection criteria was applied for discontinued

patients.
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MultiLine Chart Item Value vs. Category by ByVar
The MultiLine Chart Item Value vs. Category by ByVar graph, provides
the same functionality as the MultiLine Chart item Value vs. Category by
Case graph. However, you select the patient identification item.

Each patient is represented by a line. Click on a line and the underlying
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patient will be highlighted in all patient-level displays of data.

Hint: You may need to limit the number of patients displayed.
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In this example, a Patient selection criteria was applied for discontinued
patients.
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Summary Graph Styles

2-D Bar Chart Frequency Distribution

In the 2D BarChart Frequency Distribution graph, each bar represents the
category value of the item with the Y-axis representing the frequency.

Bar style options are clustered bar versus stacked bar in vertical or
horizontal orientation.

Use the BY variable to subset graphic displays.
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The frequency bar counts represent patients as compared to a Summary
Listing showing patient counts versus item counts.
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This example shows the same graph type and style, but with a different
Bar style option.
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This example of a 2D Barchart Frequency Distribution plots Adverse
Event data. The counts represent patient counts and the individual
adverse events.

Hint: Place mouse over bar to view description and count.
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3D BarChart Frequency Distribution

In a 3D BarChart Frequency Distribution graph, each bar represents the
category value of the item with the Y-axis representing the frequency.
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Use the BY variable to subset graphic displays.
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Note: This not a true 3D bar chart; it is a 3D style that makes the bars
look solid rather than flat. JReview currently does not have a true 3D
bar chart.
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2-D Bar Chart Item Summary vs. Category

In a 2D BarChart item Summary vs. Category, each bar represents a
category value X-axis versus a summary statistic (mean, count, sum) Y-

axis.

The Graph Browser window provides a separate group functions for the

Y-axis; dependent upon the graph style selected.

Use the BY variable to subset graphic displays.

In this example, the Y-axis was added as “Reason Discontinued:Count”.
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3D BarChart Item Summary vs.Category

In a 3D BarChart Item Summary vs. Category, each bar represents a

category value X-axis versus a summary statistic (mean, count, sum) Y-

axis.

The Graph Browser window provides a separate list of group functions

for the Y-axis. Use the BY variable to subset graphic displays.

In this example, the Y-axis was added as “Glucose:Max”.
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Note: This not a true 3D bar chart; it is a 3D style that makes the bars
look solid rather than flat. JReview currently does not have a true 3D
bar chart.
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Pareto Chart fFrquency Distribution

E Graph Browser

In a Pareto chart frequency Distribution, each bar represents a category
value that corresponds to the plotted Y-axis.
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The line above the bars shows the cumulative percentage.

Pareto charts display the Y-axis bars in descending order of frequency.
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Hint: Place the mouse over a bar to view description and count.
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Pie Chart Item Summary vs. Category

The Pie Chart Item Summary vs. Category, draws each slice to represent
a category value X-axis versus a Y-axis summary statistic (mean, count,
sum).

The Graph Browser window provides a separate list of group functions
for the Y-axis. Use the BY variable to display multiple pie charts of
grouped data.

For this example, the Y-axis Treatment was entered for ‘Count’.
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Same Pie chart with BY variable added for completed study.
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The BY variable displays multiple pie charts of grouped data.
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Line Chart-item vs. Category

In a Line Chart-item vs. Category, trends over time or other categorical
items can be presented. With the use of a categorical BY variable, two or
more populations can be represented, and comparatively viewed.

The Graph Browser window provides a separate list of group functions
for the Y-axis.

For this example, both Erythema and Burning were added to the Y-axis
as Group Function for “Mean”.
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Item Mean and Standard Deviation vs. Category

In a Item Mean and Standard Deviation vs. Category graph, the standard
deviation is represented by range bars at each categorical data point.
Available functions supported are baseline, chg from baseline, etc.
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In this example, the Y-axis was added as “Burning Mean + SD”.

Summary Graph Styles 353




L

[2] et
(=] Pecsbe

ars
nm

0I5

1.5

a 1 I

b |
e
K <3>3 -hﬂ-n Progees . Pacer

Output Filter

The output filter is designed to focus in on particular observations and
visits; it is not designed to be used for the patient selection criteria. (See
Chapter 6: Report Browser for Output Filter and Run Time Parameters. The
same instructions apply for the Graph Browser.)

354 Chapter 7: Graph Browser



Filter Controls

The Filter Controls feature allows users to define a ‘patient subgroup’ by
selecting a set of variables to serve as “filters” in Scatter plots. This allows

for interactive modification of generated scatter plots.

The filters are of two main types: checkboxes for category type data, and

sliders for numeric range type data. When the number of categories is

large for a variable, the checkboxes are presented as a scrolling list.

For example, for a Scatter plot with Y-Axis for “WBC”, and “VISIT” on
the X-Axis, and Side Effects as the BY variable was defined. After
defining the scatter plot, you may add filter controls to the graph.

1. Click on the Filters Control button.
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The Choose Filter Controls dialog displays to turn on/off the various
included control filters. The user might select “completed study”, and
“WBC” as control filters.

2. Select the DCM/Question Group (panel) and Question (item).
Optionally select the function.

3. Click on Add. The filter control variable is added. Checkboxes is the
default type. If the variable is numeric, you have the option to select
Numeric Range. A selected date item will display as checkboxes.
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The variable for “Completed Study” is added as checkboxes.
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The numeric variable for “WBC” is added and Numeric Range is
selected.

Choose Filier Controls
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4. Click Save. The Filter Contols are saved. The button status changes to
Filter Controls ON.

5. Click Create Graph.
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The saved Filter Controls are listed with the BY variable if added.
Initially the graph displays with all values.

6. Click on the checkboxes to select which filter values to display and
subset different patient sub-populations.

7. Change the values by directly typing an entry and click enter; or click
the drop down arrow to access the range slide bar.

Numeric Ranges initially display the minimal and maximum values.
You must click Enter, to update the graph display.
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The WBC range was changed to a maximum value of “4.0”. Observe
some values may still display if higher than maximum value entered.
This same patient had multiple visits with WBC values of “5.6” and
“3.4”.

With category filters, a patient is shown if they fall into any of the
checked categories. Essentially, the categories for a variable have an
“OR” relationship. In this case, the patient is shown because their WBC
value at another visit is “3.4”, and out of range.
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Here is another example of a dual axis scatter plot for laboratory data,
with numerous Filter Controls were added. Initially all patients and their

data values are displayed upon creating the graph.
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Now the Filter Controls were selected to show both males and females,
only those patients who discontinued the study and reported side effects.
The graph display updates to the new patient sub-population as shown.
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To edit or remove Filter Controls:
1. Click on the Filters Control button.

2. Select the Filter Control variable, then click on the Remove button.
3. You must remove each individual filter control variable, to turn off the

entire function.
4. Click Save.
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Snapshot output

Multiple population mode

JReview has an optional multiple-population mode available within the
individual browsers output window. When the results are executed and
displayed from the browser output window, two icons are displayed for

“Snapshot” and “Selection Criteria?”.

The Selection Criteria button opens a message box to display the current
patient selection criteria. The Snapshot output allows you to freeze the
current output window; then change the patient selection criteria, and
view the different output within the browser at the same time.
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The output example shows a stored graph object with previous patient
selection criteria defined.
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Note: If the stored object definition already has a required patient
selection criteria defined, you will not be allowed to change it.

Simply click on the Snapshot button to take a snapshot of the current
output.
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A patient selection criteria was applied and then the same graph object
re-executed to display the two output windows together for comparison.
The selection criteria message box shows the new graph output window
has a selection criteria for “Completed Study”.
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Multiple output for required selection criteria

When a stored object definition has a required selection criteria, you are
not allowed to modify the selection criteria. The output window displays
a notation in the heading “Req’d PSC” with a double filter icon.

You can open multiple objects with “Req’d PSC” and toggle between the
required selection criteria to update your Data Browser display or other
objects where a selection criteria definition isn’t required.
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The last launched object with a required selection criteria is loaded into
the Patient Selection Criteria window.
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To load the previous object’s selection criteria, click on it’s double filter

icon “Copy PSC -> PSC Screen”. The selection criteria is copied into the
Patient Selection Criteria window. Click Update Browsers to update the
Data Browser display.
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If you open another stored object which doesn’t include a selection
criteria, the output will display with the previously launched required
selection criteria.

Note: Stored objects with required selection criteria will take precedence
over object definitions without required selection criteria when you

toggle back.
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Highlighting patients

Single patient mode

Scatter Plot graphs are patient-level graphs, and each data point
represents an individual patient’s data value for the respective variables.

A click on any data point facilitates identification of the underlying
patient and access to all respective patient data in the single patient
mode.

1.

Activate the Data Browser to display a list of patients in the current
patient selection, or activate the Report Browser to create and display
any Detail Data Report (a list of patient data with customized data
item groupings).

Click on any data point in the Scatter Plot graph. Review highlights
the clinical data point clicked on within the graph.

The selected patient is highlighted throughout any open Detail Data
Listing Reports, open Scatter Plot graphs, and/or the Data Browser
patient list and open data Panels.

If you click on a patient’s row in a Detail Data Listing Report or Data
Browser patient list, the selected patient’s data point is highlighted in
any scatter plot.
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4. If there are multiple scatter plots or Baseline vs. Endpoint plots active,
each plot highlights the selected patient’s data point. Click on a
patient’s data point in one graph, to see where that patient’s data point
is displayed in other graphs.
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Multiple patient mode

Scatter plot graph

The Graph Browser Scatter Plot graphs provide a click and drag function
to outline a region of a graph, thus selecting the patients within that
region. Graphic regional patient selection sets Review in the multiple
patient mode.
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Detail Data Listing Reports, the Data Browser patient listing, and other
Scatter Plot graphs are updated to display only the patients that are
highlighted in a active Scatter Plot graph in multiple-patient mode.
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The CrossTab Browser results tables are categorical patient counts; a
highlighted count within a CrossTab or Shift Table activates all patient
level displays to be in the multiple patient mode.

When a patient count is highlighted in the CrossTab results window,
instantly all Detail Data Listings, Reports, Scatter Plot graphs, and the
Data Browsers patient listing are updated with only the patients
underlying the patient count highlighted from the CrossTab Browser
results table.
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BarChart graph

140
120

All bars depict a subset patient populations in the BarChart graphs. Click

on a bar within a BarChart graph and all underlying patients will be

subset in all open patient-level displays of data.
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Pie Chart

All slices depict a subset patient populations in the Pie Chart. Click on a
slice within a Pie Chart and all underlying patients will be subset in all
open patient-level displays of data.
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Graph Editing

Graph settings

Once you create your graph, you can right-mouse click anywhere on the
graph to open the Chart Properties window. You can apply a variety of
graph format changes with the setting options available.
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Printing and Exporting Graphs

Printing the graph
To get a printed copy of your graph you must access a Print Preview
window and menu bar.

1. Click on the result window to make it the active window.
2. Click % , or from the Browser File menu, select Print.

3. Click eitner PrintPage, PrintAll or Close. The PrintPage option will
print only the first page of your output. The PrintAll option will print
the entire output. The result prints on the currently selected printer.
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Exporting the graph
1. From the menu bar in the Print Plot window, click Export to JPG. The
save dialog window opens.

2. Select a folder location and enter a File Name.
3. Click Save to export the graph results.

3 Where should we save the file?
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Object Sorage

For detailed instructions on how to save, retrieve, schedule output and
remove object specifications (reports, graphs, crosstabs, etc.), See Chapter
11: Saving Objects, plus Alerts Browser.

Exploring data

Changing the patient selection criteria

After you have executed a stored object, you can use the object(s) that are
currently displayed as data exploration views by doing the following:

1. Change the patient selection criteria, redefining it by adding
additional expressions, or removing existing expressions.

2. Click Update Browsers in the Patient Selection Criteria window to
update all active browsers according to the new criteria.

All browser objects that are displayed will be updated according to
your new criteria. Each object generated with a filter on will update
with the same filter criteria with which it was created.

Note: Restrictions apply if the stored object definition has a required
patient selection criteria applied.

Patient |dentification

Multiple patients can be selected from all patient-level displays of data
results. Selecting more than one patient activates Review's multiple-
patient mode, which updates patient-level displays of data to highlight
only the selected patient data. This facilitates patient identification and
subsetting, for exploration of the selected patient data with the reviewing
facilities of the Data Browser and all of Review's browser tools.
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Closing graphs and the Graph Browser

Closing a graph window

If you are finished reviewing a graph, and do not need to use the Graph
to review any other patient populations: double-click the window's close
box.

Closing the Graph Browser

If you are finished with all graphs, and do not need to define any other
graphs, double-click the close box of the Graph Browser window.
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CrossTab Browsar

Patient selection criteria 386
Selection set 386

Execute CrossTab 386
Quick execute 386

CrossTab Browser types of analysis 387
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Add cell variable 397
Edit the CrossTab specification 398

Display Crosstab with Percentages 399
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Patient sedlection criteria

Selection set
In JReview, you can select a previously saved Patient Subset or define
your own selection criteria for use in the CrossTab Browser. After launch-
ing the saved patient subset or building your own patient selection crite-
ria, you can explore CrossTab objects created in the CrossTab Browser.
Execute CrossTab

Quick execute
Both IReview and JReview displays a list of categorical folders for stored

patient subsets and output specifications at the selected storage location.
Simply select one of the storage locations to display it’s specific folders
and contents.

Icons are displayed along with the stored object to identify the source as
report, crosstab, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon. JReview aids users to quickly locate and launch
these stored objects.
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CrossTab Browser types of analysis

Select type of crosstab analysis

In the CrossTab Browser you can select from four types in the Type List.
= CrossTab: Clinical patient categorization and counts.

= CrossTab Side by Side Columns: Individual column categories are
displayed as counts side by side to one row variable.

= CrossTab - Combination Explorer: Subject based calculations which
displays all permutations of selected data and the number of patients
and percentages.

= Shift Table: Clinical patient categorization by defined threshold values
segmented over time.

The CrossTab Browser output represents patient counts and not
individual record counts. This function facilitates patient identification to
all underlying patient data from categorical patient counts, regional
graphic selection, and row selections in patient and detail data listings.

Either CrossTab type facilitates browsing patient listings underlying any
of the patient counts within the table results. When you click on any of
the categorized patient counts, the results table updates the Data Browser
and Detail Data Listing Reports to display a listing of patients underlying
the table count. Scatter plot graphs highlight the patients underlying the
CrossTab Browser table patient count clicked on.

Note: The CrossTab Browser allows Multiple study mode in CrossTabs.
However, Shift Tables requires the specific study baseline and endpoint
definitions be entered in ReviewAdmin and does not allow multiple protocol
selection.

CrossTab Browser types of analysis 387



The individual patient counts within the CrossTab and Shift Tables are
fully interactive with all patient-level displays of data. If you open the
Data Browser and then highlight the patient subset cell count within the
CrossTab Browser, those patients are identified. Likewise, a Detail Data
Listing or Scatter Plot graph will reflect the patient data for the selected
patient subset.
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Defining a CrossTab table

Selecting a panel, item, and function

You can define the contents of a CrossTab table by applying the same
method that you used to build other browser specifications. Clinical
groupings of patients who meet the current patient selection criteria can
be examined by using the CrossTab Browser.

1. Click the | icon from the toolbar, or from the Browse menu select
CrossTabs. Review displays the CrossTab Browser window where you
specify the type and contents of your multi-dimensional analysis.
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2. Select a panel, an item and the appropriate function or use the default
function.

3. Click ADD Row or ADD Column to add the selected item to the
CrossTab content spreadsheet at the bottom of the CrossTab window.

Multiple rows and/or columns may be added.
4. Edit the default Cross Tab Heading by clicking in the heading box.
5. Click Create.

The CrossTab construct is created and displays results in the CrossTab
output window containing a spreadsheet of the multi-dimensional
analysis you designed.

The crosstab heading displays either ‘All Patients’ or ‘Subset’ if a patient
selection criteria was entered. If you modify the crosstab heading the
patient population status of either ‘All Patients’ or ‘Subset’ still displays.

The individual Column Sum and Row Sum results are calculated with an
over all total sum displayed. The CrossTab output represents patient
counts and not individual record counts.
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In this CrossTab example for Adverse Events not all patients reported
Adverse Events during the study.
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The Adverse Events CrossTab data represents patient counts and not
individual Adverse Events. The CrossTab contains only the data from
those patients who meet your current patient selection criteria and
output filter criteria. There are 75 patients who reported Adverse Events.

=l = ra] = =] =] = =] = m

| i) =| | =] @] = =] =

gl =[]~~~

Defining aCrossTabtable 391



Compare the crosstab results to a summary listing of individual adverse
event counts and corresponding patient counts with total sums. The

summary listing displays the total sums for 75 patients who reported 81
Adverse Events where some patients reported multiple Adverse Events.
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Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for CrossTab. You
cannot mix items from SAS datasets and Oracle table generated panels
within the same CrossTab.
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Edit column width

To edit the column width of the CrossTab results:

a. Click the column heading tabs (labeled A, B, etc.) as you would
with any windows spreadsheet package.

b. Move the column boundaries to the position you want.

Sort by Code Value
If you want to sort the CrossTab table by the order of the code values, as
opposed to the default alphabetic sort of the descriptive text.
Click “Sort by Code Values”.

Output Filter

Row filtering is carried out by the Output Filter which facilitates the
specification of observations and visits from multi-visit data items to
include in your CrossTab results.

After you define your CrossTab specifications you can use the output
filter as a data exploration tool by row filtering data inclusion, then
comparing filtered and unfiltered results. (See Chapter 6 Report Browser:
Output Filter)

6. Click Filter Output.
7. Add the filter expressions and click SAVE.

8. The Filter Output button status toggles to Filter is ON when a row
filter criteria is active to be applied during the next graph creation.

9. Click Create.

Note: If you save a CrossTab specification with an output filter ON, the same
filter will be applied when the CrossTab is recreated.
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Apply group function

You may select the ‘Group Function’ for a numeric item. Select the group
function for either ADD Row or ADD Column within the crosstab.
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The column for ‘sum Burning’ displays the unique sum values with
counts by investigator.
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